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ACTION

ACTION ITEM 1

That the Board of Pharmacy consider the request from USC School of Pharmacy to amend
16 CCR § 1728 to allow up to 400 additional hours that an intern can earn for pharmacy-
related experience outside a pharmacy.

Discussion

Pharmacy students from USC and other pharmacy schools presented a proposal requesting that
the Board of Pharmacy amend its regulations to allow up to 400 hours that an intern can earn for
pharmacy-related experience (under the supervision of a pharmacist) outside a pharmacy. Under
current law, an intern must earn a minimum of 900 hours of pharmacy experience under the
supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum of
600 hours for other experience substantially related to the practice of pharmacy. California
pharmacy students earn the 600 hours for school required experiential training (clinical
clerkship). (Attachment A)

Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy
and could earn a maximum of 1,000 hours of experience substantially related to the practice of
pharmacy under the supervision of a pharmacist.

It was noted that opportunities for pharmacists has expanded beyond the traditional areas of
community and hospital practice settings. Many students would like the opportunity to gain
experience in the pharmaceutical industry, managed care, regulatory affairs and association
management, but are unable to do so because they cannot earn intern hours. As part of the
pharmacy school curriculum, students complete various rotations in their first and fourth year in
both community and hospital pharmacy. In the fourth year, pharmacy experience is more
clinical. It was anticipated that a large percentage of pharmacy students would still earn the



majority of the intern hours in a pharmacy. This option would be for those students that show
proficiencies in the pharmacy settings and would like to expand their experience in other areas.

The National Oncology Alliance, Inc. (NOA) spoke in support of the proposal and gave a
presentation on opportunities that it has for interns outside a licensed pharmacy and under the
supervision of a pharmacist. The intern would assist the NOA clinical team to prepare clinical
summaries of articles in the medical literature, collect data about the status of drug approvals as
it applies to NOA treatment guidelines and assist with the development and yearly revision of
NOA treatment guidelines. NOA advocated that patient care activities meet the Accreditation
Council for Pharmacy Education (ACPE) criteria and content outline of the California Pharmacy
Jurisprudence Examination (CPJE). (Attachment B)

Dean Koda-Kimble from the UCSF, School of Pharmacy submitted a letter expressing concern
over the proposal and urged the board not to amend the regulation. (Attachment C)

The Licensing Committee did not make a recommendation on this proposal. The committee
discussed the board’s responsibility to protect the public. It is important that an intern
pharmacist is capable of performing the core competencies of pharmacy practice. An intern has
the authority to perform all the duties of a pharmacist under the supervision of a pharmacist.
There was concern that a minimum of 500 hours of intern experience in a pharmacy is not
sufficient to assure adequate public safety and the experience necessary to perform the duties of
a pharmacist. It was not clear how experience with a pharmaceutical manufacturer, in regulatory
affairs or association management would provide an intern with the skills critical to the practice
of pharmacy. The core functions of pharmacy include patient consultation and quality
assurance, key skill areas and knowledge that an intern can only gain in real life experience and
daily practice in a pharmacy.

ACTION ITEM 2

That the Board of Pharmacy re-approve for 3 years the Accreditation Commission for
Health Care, Inc. (ACHC) and Community Health Accreditation Program (CHAP) as
accreditation agencies for pharmacies that compound injectable sterile drug products.

Discussion

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a
license from the board. In order to obtain such a license the pharmacy must first be inspected by
the board and found in compliance with board standards for sterile compounding. The law
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of
Healthcare Organizations or other accrediting agencies approved by the board from the license
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with
board regulations regarding sterile injectable compounding, but do not have to obtain a separate
license.

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity
in April 2003. The board granted this approval for 3 years. At that time, ACHC accredited both



home infusion pharmacies and specialty pharmacies that deliver biotech drugs and other
specialty products. Recently ACHC has been reviewed by the Center for Medicare and Medicaid
Services (CMS) and granted Deeming Authority for Home Health Medicare. (Attachment D)

In July 2003, the board approved Community Health Care Accreditation Program (CHAP) as an
accreditation agency. CHAPS is a national non-profit accreditation organization established in
1965 to accredit community-based health care organizations. Currently, one California is CHAP
accredited and two pharmacies have applied. There are 63 CHAP accredited pharmacies in 23
states and 16 pharmacies that have applied for accreditation. (Attachment E)

Supervising Inspector Dennis Ming reported that the board has not found any compliance issues
with either ACHC or CHAP accredited pharmacies

In 2003, the Licensing Committee developed criteria for the evaluation of applications by
accrediting entities for board approval. It was decided that the evaluation of accrediting agencies
for board approval under Business and Professions Code section 4127.1 should be based on the
accrediting agency’s ability to evaluate the pharmacy’s conformance with California law and
good professional practice standards and the following factors.

1. Periodic inspection — The accrediting entity must subject the pharmacy to site inspection and
re-accreditation at least every three years.

2. Documented accreditation standards — The standards for granting accreditation and scoring
guidelines for those standards must reflect both applicable California law and sound
professional practice as established by nationally recognized professional or standard setting
organizations.

3. Evaluation of surveyor’s qualifications — The surveyors employed to perform site
inspections must have demonstrated qualifications to evaluate the professional practices
subject to accreditation.

4. Acceptance by major California payors — Recognition of the accrediting agency by major
California payors (e.g., HMOs, PPOs, PBGH, CalPERS).

5. Unannounced inspection of California accredited sites — The board must conduct

unannounced inspections of two or more accredited sites and find those sites in satisfactory

compliance with California law and good professional practice.

Board access to accreditor’s report on individual pharmacies.

Length of time the accrediting agency has been operating.

Ability to accredit out-of-state pharmacies. Non-resident pharmacies are eligible for

licensure under the sterile compounding statutes and accreditation should be equally

available to both resident and non-resident pharmacies.

® N2

ACTION ITEM 3

That the Board of Pharmacy develop a regulation on the process and criteria to approve
accreditation agencies for pharmacies that compound sterile injectable sterile drug
products.



Discussion

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a
license from the board. In order to obtain such a license the pharmacy must first be inspected by
the board and found in compliance with board standards for sterile compounding. The law
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of
Healthcare Organizations or other accrediting agencies approved by the board from the license
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with
board regulations regarding sterile injectable compounding, but do not have to obtain a separate
license.

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity
in April 2003. The board granted this approval for 3 years. In July 2003, the board also
approved Community Health Care Accreditation Program (CHAP) as an accreditation agency.

Since both agencies have requested that the Board of Pharmacy approve them again as
accreditation agencies, and if the approval is granted, it is being recommended that the board
pursue a regulation to recognize these agencies in regulation as the Joint Commission on the
Accreditation of Healthcare Organizations is recognized in statute.

In addition the regulation would include the application and approval process, the evaluation
factors, require the board’s self-assessment form for sterile injectable compounding pharmacies
as part of the survey process, and that a copy of the survey report be submitted to the board. If
the board agrees with this recommendation, proposed language will be drafted.

ACTION ITEM 4

That the Board of Pharmacy extend the waiver to December 31, 2006 to allow a technician
to check a technician in the filling of a unit-dose medication system in a hospital inpatient
pharmacy for the study “Evaluation of the Impact on Pharmacists in the Prevention of
Medication Errors Associated with Prescribing and Administration of Medications in the
Hospital Setting” by UCSF School of Pharmacy and Cedars-Sinai Medical Center.

Discussion

Peter Ambrose, Professor of Clinical Pharmacy at UCSF and Rita Shane, Director of Pharmacy
Services for Cedars-Sinai Medical Center requested an extension of the waiver for the study by
UCSF School of Pharmacy and Cedars-Sinai Medical Center entitled, “Evaluation of the Impact
of Pharmacists in the Prevention of Medication Errors Associated with Prescribing and
Administration in the Hospital Setting.” In April 2004, the Board of Pharmacy granted a two-
year waiver for this study. After board approval, the study was subsequently reviewed and
approved by the Institutional Review Board at Cedars-Sinai Center and the Committee on
Human Research at UCSF. In order to complete the data collection, analysis and review the
results, an extension until December 31, 2006 was requested.



This study was a sequel to the successful experirhental program that evaluated pharmacy
technicians checking another pharmacy technician in a unit-dose drug distribution system in a
hospital pharmacy.

The purpose of the sequel study is to evaluate the impact of pharmacists in prevention of
medication errors associated with prescribing and administering of medications as a result of
pharmacists being re-deployed from unit-dose medication cassette checking to more clinical and
professional functions. Such functions require special expertise of pharmacists in the
management of drug therapy, from which patients will benefit.

Preliminary data from the study was provided to the board at its July meeting and a summary of
results from June 21, 2004 — January 1, 2006, is included in this packet. (Attachment F)

At its last meeting, the board approved a regulation change to allow a specialized trained
pharmacy technician to check another pharmacy technician in a unit-dose drug distribution
system in a hospital pharmacy that has a clinical program. The proposed regulation change is

scheduled for hearing at the April board meeting. If the board approves the proposed regulation,
it will take approximately 6-9 months before the regulation would become effective.

NO ACTION

Meeting Summary of March 22, 2006 (Attachment G)
Licensing Statistics (Attachment H)
Competency Committee Report (Attachment I)

Quarterly Status Report on Committee Goals for 2005/06 (Attachment J)



ATTACHMENT A



State of California Department of Consumer Affairs

Memorandum

To: Licensing Committee - Date: March 9, 2006

From: Patricia Harris
Executive Officer

Subject: Request to increase the number of intern hours that
can be earned outside of a pharmacy

At the February meeting, the board was provided with a proposal from a group of pharmacy
students representing various schools of pharmacy requesting an increase in the number of intern
hours that could be earned outside a pharmacy. Since the proposal was not on the agenda, the
board could not take action.

The proposal is now being provided to this committee for consideration. The proposal requests
that the board allocate up to 400 hours that an intern can earn for pharmacy-related experience
(under the supervision of a pharmacist) outside a pharmacy. The proposal is attached.

Under current law, an intern must earn a minimum of 900 hours of pharmacy experience under
the supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum
of 600 hours for other experience substantially related to the practice of pharmacy. California
pharmacy students earn the 600 hours for school required experiential training (clinical
clerkship).

Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy
and could earn a maximum of 1,000 hours of experience substantially related to the practice of
pharmacy under the supervision of a pharmacist.

16 CCR § 1728 states in part:

(a) Prior to receiving authorization from the board to take the pharmacist licensure examinations
required by section 4200 of the Business and Professions Code, applicants shall submit to the
board the following:
(1) Proof of 1500 hours of pharmacy practice experience that meets the following
requirements:
(A) A minimum of 900 hours of pharmacy practice experience obtained in a
pharmacy.
(B) A maximum of 600 hours of pharmacy practice experience may be granted at the
discretion of the board for other experience substantially related to the practice of
pharmacy.
(C) Experience in both community pharmacy and institutional pharmacy practice
settings.



(D) Pharmacy practice experience that satisfies the requirements for both introductory
and advanced pharmacy practice experiences established by the Accreditation
Council for Pharmacy Education.



RESOLUTION FOR CONSIDERATION BY THE
CALIFORNIA STATE BOARD OF PHARMACY

WHEREAS the scope of practice opportunities in the profession of pharmacy has expanded
beyond the traditional areas of community and institutional pharmacy, and

WHEREAS the increased scope of pharmacy based opportunities exist for pharmacy school
graduates in such areas as the pharmaceutical industry, managed care; regulatory affairs,
and other pharmacy-related areas to yet be defined, and

WHEREAS the present existing laws place requirements on both the experience
expectations and the quantity of time required of students enrolled in California Schools of
Pharmacy in order for them to satisfy both the board exam and licensure standards as
stated in the following California statutes and regulations:

CA Bus. & Prof. Code, Sec. 4200(a)(5): “The board may license as a
pharmacist any applicant who meets the following requirements... Has
completed 1,500 hours of pharmacy practice experience or the equivalent in
accordance with Sec. 4209.” '

CA Bus. & Prof. Code, Sec. 4209(a)(1)(2): An intern pharmacist shall complete
1,500 hours of pharmacy practice before applying for the pharmacist licensure
examination. This pharmacy practice shall comply with the Standards of
Curriculum established by the Accreditation Council for Pharmacy Education
or with regulations adopted by the board.

Title 16, CA Code of Regulations, Sec. 1728(a): ...Applicants shall submit to
the board the following: Proof of 1,500 hours of pharmacy practice experience
that meets the following requirements:

(A) A minimum of 900 hours of pharmacy practice experience obtained in a
pharmacy.

(B) A maximum of 600 hours of pharmacy practice experience may be granted
at the discretion of the board for other experience substantially related to the
practice of pharmacy.

(C) Experience in both community pharmacy and institutional pharmacy
practice settings.

(D) Pharmacy practice experience that satisfies the requirements for both
introductory and advanced pharmacy practice experiences established by the
Accreditation Council for Pharmacy Education. And




WHEREAS while the American Council on Pharmaceutical Education (ACPE) does
support that the Schools of Pharmacy engage students during the experiential portions of its
academic program in various patient care settings, it also encourages other extended
boundaries of learning during the experiential portion of the academic program. Under
Standard No. 14 (Curricular Core: Pharmacy Practice Experiences), Guideline 14.1 it states
the following:

“The scope, intensity, and duration of all of the pharmacy practice experiences

should afford students the opportunity to develop skills consistent with expected

professional competencies and outcomes. The pharmacy practice experiences

should ensure that every student has multiple opportunities to perform

pharmaceutical/patient-centered care activities in a variety of settings

(including acute care, long-term care, home care, community, ambulatory,

administrative)...” And

WHEREAS all students who undergo the pharmacy curriculum at the University of
Southern California School of Pharmacy have multiple pharmacy-related experiences that
might include managed care and industrial pharmacy settings that count toward their 600
required hours of experiential training, those areas of experiences that are more directly
patient based are assessed by the use of competency criteria once established by the
California State Board of Pharmacy for both community and institutional practices.
Students, based upon those competency standards, must achieve a passing mark on each
competency stated in order to pass that practice-based course. In passing the practice-
based courses, the School is essentially stating that that student is competent to sit for the
board examination and practice as a competent pharmacist once the student has passed the
board exam, and

WHEREAS, at this point in time, only a small contingent of those graduating seek positions
in the pharmaceutical and managed care industries (perhaps less than 10% of the
graduating students), their role in being versed in good patient care principles and
standards of care is not diminished based upon the demands of these entities both directly
and indirectly being responsible for the assurance that the highest of standards be
undertaken that all services and/or products rendered or produced shall be of the highest
quality to the recipients of those services and/or products, and

WHEREAS it has not been established, as to at least the knowledge of those who have
created this resolution and recommendation, that 1500 hours of patient-related contact is
cither over or under abundant in assuring that a pharmacist will be minimally competent to
practice patient-care pharmacy upon being licensed,

THEREFORE LET IT BE RESOLVED/RECOMMENDED that the California State Board
of Pharmacy (Board) recognize that intern experiences in the areas of pharmaceutical
industry and managed care can have both a direct and indirect impact on patient care. In
so recognizing, be it resolved and recommended that the Board allocate up to 400 hours
from the 900 hour remainder that does not include the 600 hours allocated to pharmacy
school experiential programming for the purposes of gaining experience in new pharmacy
practice related areas such as and not limited to industrial pharmacy and managed care.



THEREFORE LET IT FURTHER BE RESOLVED/RECOMMENDED as a modification
of Tirle 16, Calif. Code of Regulations, Section 1718[a][1][A-D] that presently reads as
follows:

(1)  Prior to receiving authorization from the board to take the pharmacist
licensure examinations required by section 4200 of the Business and
Professions Code, applicants shall submit to the board the following:

(1)  Proof of 1500 hours of pharmacy practice experience that meets
the following requirements:

(A) A minimum of 900 hours of pharmacy practice
experience obtained in a pharinacy.

(B) A maximum of 600 hours of pharmacy practice
experience may be granted at the discretion of the
board for other experience substantially related to the
practice of pharmacy.

(C)  Experience in both community pharmacy and
institutional pharmacy practice settings.

(D)  Pharmacy practice experience that satisfies the
requirements for both introductory and advanced
pharmacy practice experiences established by the
Accreditation Council for Pharmacy Education.

THAT THE MODIFICATION OF Title 16, Calif. Code of Regulations, Section
1718/al[1]/A-D] BE AS FOLLOWS:

() Prior to receiving authorization from the board to take the pharmacist
licensure examinations required by section 4200 of the Business and
Professions Code, applicants shall submit to the board the following:

(1)  Proof of 1500 hours of pharmacy practice experience that meets
the following requirements:

(A) A minimum of 500 hours of pharmacy practice experience

must be obtained in community and institutional pharmacy
practice settings..

(B) A maximum of 1000 hours of pharmacy-reluted practice
experience_must_be_obtained under the supervision of «
pharmacist. _This 1000 hours may involve, but is not limited
to the attainment of pharmacy-related practice experience in
a_community pharmacy, an_institutional pharmacy setting, a
managed care organization, and a pharimaceutical industrial
setting. The 1000 hours shall include the current 600 hours
that _is _ granted _for _pharmacy school experiential
programming, and _the additional 400 hours for other
pharmacist supervised pharmacy-related experiences.

(C) Pharmacy practice experience that satisfies the requirements
for both introductory and  advanced pharmacy practice
experiences established by the Accreditation Council for
Pharmacy Education.




ATTACHMENT B
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03/14/2006 03:12 PM

Dear Patricia,

Thank you for sending the agenda for the March 22nd meeting. We
would

like to present during the first agenda item. I will be
accompanied by

my colleague Kimberly Bardel Whitlock, Pharm.D., also a clinical
pharmacist with the National Oncology Alliance.

Please find attached supporting documents for our presentation.
We

would also like to provide our treatment guideline on larger 11 x
17

paper for ease of use. How many copies do you suggest we bring?

Thank you again, please let me know if there is anything further
we need
to do in preparation for March 22nd.

Cindy

Cynthia G. Baker, Pharm.D.

Manager, Clinical Services

National Oncology Alliance, Inc.

750 Lindaro St., Suite 350, San Rafael, CA 94901
www.noainc.com

Direct: 415.526.8137 Fax: 415.482.1683

Executive Assistant: Jennifer Boss 415.526.8162
National Oncology Alliance (NOA) provides essential
clinical and business information, resources and insight
to help transform the practice of oncology.

————— Original Message-----

From: Patricia Harris@dca.ca.gov
[mailto:Patricia_Harris@dca.ca.gov]
Sent: Friday, March 10, 2006 5:04 PM
To: Cindy Baker

Subject: Licensing Committee Meeting

Attached is the agenda for the March 22nd meeting.

(See attached file: LicComMarO6Agenda.doc)

- NOA Rx Intern Job Description 2-2006.doc

- NOA Intern Correlation CPJE Exam Content.doc

- Breast_Guideline_NOA_guideline_v2-1_2005.pdf



Job Description

Position: Pharmacist Intern FLSA Status: Exempt — Part Time
Department: Clinical "Location: San Rafael
Reports to: Kimberly Bardel Whitlock, Pharm.D. Date: 2/17/2006

CA lic. RPH 54164

Essential Job Functions

Under the guidance of a NOA Clinical Services team member, the intern will be primarily
responsible for functions that include the following:

Prepare clinical summaries of articles in the medical literature, using an established
template, for incorporation into the web-based NOA Compare tool

Use the web-based NOA Compare Clinical Maintenance program to enter, review, or
modify content as appropriate as part of quality control

Collect data about the status of drug FDA approval and Compendial approval as it applies
to the NOA Treatment guidelines, and present this information, using an established
format, for incorporation into the NOA Compare tool

Assist team members with other projects such as the NOA Treatment Guidelines or
Patient Education Teaching sheets, as directed

Participate in clinical team meetings to review the status of various projects

Perform other duties as assigned

Required Skills

Ability to efficiently read and understand scientific literature; familiarity with standard scientific
literature citation methods; ability to use computer and the PubMed search engine; familiarity
with word processing and spreadsheet software programs, (Word, Excel). Organizational skills
and ability to multi-task are essential.

Required Experience and Education

Enrolled in a Doctor of Pharmacy program at accredited School of Pharmacy; valid California
Pharmacist Intern license.

NOA Rx Intern Job Description 2-2006 -1-



National Oncology Alliance, Inc. (NOA)

750 Lindaro Street, Suite 350
San Rafael, CA 94954
(415) 526-8137

3/15/2006

NOA Intern Activity Correlation with CPJE Exam Content

Job duties performed by an intern pharmacist employed with the National Oncology Alliance provide
experience necessary to prepare for CPJE exam. The table below lists intern duties and the specific

correlating exam content.

Please note the CPJE content is pulled directly from the content listed on the California State Board of
Pharmacy website, including the same alphabetical and numerical outline format for ease of comparison.

NOA Intern Job Duties

CPJE Exam Content

Assist the clinical team with development and
yearly revision of the NOA Treatment
Guidelines.

These 48 evidence-based guidelines cover
cancer and supportive care treatment topics,
and include categories of information such as
diagnostic workup, tumor staging, initial
treatment, adjuvant treatment,
recurrent/refractory treatment, and patient
monitoring and follow up.

Detailed information regarding regimen
selection, components, dosing including
frequency, duration, and administration are
provided. Drug complications (i.e. adverse
effects), contraindications, and patient-
specific considerations in choosing drug
therapy are also addressed in the guidelines.

Provide Medication to Patients
A. Organize and Evaluate Information

1. Interpret prescription/medication order
2. Obtain information from the patient/ patient's
representative for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
3. Obtain information from prescriber and/or health
care professionals for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
4. Assess prescription / medication order for
completeness, correctness, authenticity, and
legality
5. Assess prescription/medication order for
appropriateness (e.g. drug selection, dosage, drug
interactions, dosage form, delivery system)
6. Evaluate the medical record/patient profile for
any or all of the following: disease states, clinical
condition, medication use, allergies, adverse
reactions, disabilities, medical/surgical therapies,
laboratory findings, physical assessments, and/or
diagnostic tests
7. Evaluate the pharmaceutical information needs
of the patient/patient’s representative

Monitor and Manage Patient Outcomes

A. Determine a Course of Action and Manage Patient

Outcomes
1. Determine desired therapeutic outcomes
2. Develop a therapeutic regimen for prescription
medications (e.g., recommend alteration of
prescribed drug regimen; select drug if necessary)
3. Determine the need for a referral
4. Communicate the therapeutic plan to the
patient/patient’s representative, the prescriber and
other health care professionals
5. Recommend/order necessary monitoring and
screening procedures (e.g., blood pressure,
glucose levels, drug levels)
6. Communicate results of monitoring to
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patient/patient’s representative, prescriber and/or
other health care professionals
7. Manage drug therapy according to protocols

Assist the clinical team with development and
yearly revision of the NOA Patient Education
handouts.

This library of over 125 handouts follow the
Department of Health and Human Services
Keystone Guidelines in the provision of
information about the uses and benefits,
precautions, drug interactions, adverse
effects, administration, and storage of
chemotherapy and supportive care agents.
The library also covers symptom
management topics including management
of neutropenia, anemia, peripheral
neuropathy, nausea and vomiting, sexual
dysfunction, sleep disturbance, and others.

Provide Medication to Patients
A. Organize and Evaluate Information
7. Evaluate the pharmaceutical information needs
of the patient/patient's representative

B. Dispense Medications
6. Select auxillary labels(s) for container(s).

Monitor and Manage Patient Outcomes
A. Determine a Course of Action and Manage Patient
Outcomes
2. Communicate the therapeutic plan to the patient
/ patient's representative, the prescriber and other
health care professionals

B. Educate Patients and Health Care Professionals
1. Assess the patient's understanding of the
disease and treatment
2. Counsel patient/patient’s representative
regarding prescription medication
5. Counsel patient/patient’s representative
regarding non-drug therapy
6. Counsel patient/patient’s representative
regarding self-monitoring of therapy (e.g., devices,
symptoms)

Prepare clinical summaries of studies
supporting the use of specific chemotherapy
or supportive care treatment regimens.

Summaries include a description of study
design, study population, inclusion and
exclusion parameters, treatment regimen(s),
outcomes measures and results, monitoring
requirements, reported adverse effects, and
statistical analysis. Summaries are generally
one page, written for use by oncologists,
nurses, and pharmacists.

Provide Medication to Patients
A. Organize and Evaluate Information

1. Interpret prescription/ medication order
2. Obtain information from the patient/ patient's
representative for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
3. Obtain information from prescriber and/or health
care professionals for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
4. Assess prescription/medication order for
completeness, correctness, authenticity, and
legality
5. Assess prescription /medication order for
appropriateness (e.g. drug selection, dosage, drug
interactions, dosage form, delivery system)
6. Evaluate the medical record/patient profile for
any or all of the following: disease states, clinical
condition, medication use, allergies, adverse
reactions, disabilities, medical/surgical therapies,
laboratory findings, physical assessments, and/or
diagnostic tests
7. Evaluate the pharmaceutical information needs
of the patient/patient's representative

Monitor and Manage Patient Outcomes )
A. Determine a Course of Action and Manage Patient
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QOutcomes o
1. Determine desired therapeutic outcomes -
2. Develop a therapeutic regimen for prescription
medications (e.g., recommend alteration of
prescribed drug regimen; select drug if necessary)
3. Determine the need for a referral
4. Communicate the therapeutic plan to the
patient/patient's representative, the prescriber and
other health care professionals
5. Recommend/order necessary monitoring and
screening procedures (e.g., blood pressure,
glucose levels, drug levels)
6. Communicate results of monitoring to
patient/patient’s representative, prescriber and/or
other health care professionals
7. Manage drug therapy according to protocols

Enter, review, or modify content in the web-
based NOA Compare clinical and
cost/reimbursement analysis tool with the
guidance of the clinical staff.

information the intern will enter/review/modify
includes drug therapy regimen components,
dosing, administration (including associated
premedications, vehicles, and antiemetics),
reported adverse effects, and recommended
monitoring parameters[CB1][CB2] (e.g.
faboratory tests).

Provide Medication to Patients
A. Organize and Evaluate Information

1. Interpret prescription/medication order
2. Obtain information from the patient/ patient's
representative for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
3. Obtain information from prescriber and/or health
care professionals for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
4, Assess prescription / medication order for
completeness, correctness, authenticity, and
legality
5. Assess prescription /medication order for
appropriateness (e.g. drug selection, dosage, drug
interactions, dosage form, delivery system)
6. Evaluate the medical record/patient profile for
any or all of the following: disease states, clinical
condition, medication use, allergies, adverse
reactions, disabilities, medical/surgical therapies,
laboratory findings, physical assessments, and/or
diaghostic tests
7. Evaluate the pharmaceutical information needs
of the patient/patient’s representative

Monitor and Manage Patient Outcomes

A. Determine a Course of Action and Manage Patient

Outcomes
1. Determine desired therapeutic outcomes
2. Develop a therapeutic regimen for prescription
medications (e.g., recommend alteration of
prescribed drug regimen; select drug if necessary)
3. Determine the need for a referral
4, Communicate the therapeutic plan to the
patient/patient’s representative, the prescriber and
other health care professionals
5. Recommend/order necessary monitoring and
screening procedures (e.g., blood pressure,
glucose levels, drug levels)
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6. Communicate results of monitoring to
patient/patient's representative, prescriber and/or
other health care professionals

7. Manage drug therapy according to protocols
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Pegﬁlgr aStim (PEG-Fll-GRASS-tim)

Brand Name: Neulasta® (Noo-lasta)
Patient Education Quick Reference Guide

_Uses For This Medication

e Many chemotherapy medications reduce the number of germ fighting white blood cells, which increases the risk
of infection. Pegfilgrastim helps to prevent this by increasing the number of white blood cells in patients who
are receiving chemotherapy.

o This medication may also be given for other conditions as determined by your doctor.

‘How This Medication Works

Pegfilgrastim is known as a "colony stimulating factor” or “white blood cell growth factor”. This medication is a

man-made version of a substance that is naturally produced in your body which helps the bone marrow to make
new white blood cells. Your doctor or healthcare provider may recommend that you have regular blood tests to
count the number of white blood cells in your body. It is important that you follow your doctor or healthcare
provider’s instructions about these tests. :

Benefits Of This Medication

Pegfilgrastim is given to prevent your white blood cell levels from becoming too low during chemotherapy
treatment. This helps prevent the development of infections and helps to ensure that you will continue to receive
your chemotherapy medications on time at the appropriate dose.

‘Who Should Not Take This Medication

You should not take this medication if you:
e Are allergic to other products made using a bacteria called £ coli
¢ Are allergic to filgrastim, pegfilgrastim or any of its components

Precautions To Be Aware Of Before Taking This Medication

Allergy related precautions

The parent drug of pegfilgrastim is called filgrastim. Rarely, filgrastim may cause allergic reactions. These allergic
reactions can cause rash, hives, shortness of breath, wheezing, a drop in blood pressure, swelling around the mouth
or eyes, fast pulse, or sweating. Although allergic reactions have not been reported with pegfilgrastim, it is possible
for them to occur. Your doctor or healthcare provider will watch you carefully during and after the administration
of pegfilgrastim to make sure that you do not experience any allergic reactions. If you are receiving pegfilgrastim at
home, you should tell your doctor or healthcare provider about any allergic type symptoms. If an allergic reaction
occurs it is treatable with medications.

© 2005 National Oncology Alliance, inc. All Rights Reserved.



"Precautions (continued)

Blood related precautions ;

e The parent drug of pegfilgrastim is called filgrastim. Filgrastim has been reported to cause severe sickle cell crisis
in patients who have sickle cell disease. If you have sickle cell disease, make sure that you tell your doctor or
healthcare provider.

o Although pegfilgrastim can reduce the risk of infection, it may not prevent all infections. An infection can still
happen when your white blood cell levels are low. You should watch for symptoms of an infection such as fever
(temperature of 100.5 °F or higher), chills, sore throat, diarrhea, or redness, swelling, or pain around a cut. If
you think you might have an infection, let your doctor or healthcare provider know immediately.

O?‘gd?’l related _‘Z) recautions

o The parent drug of pegfilgrastim is called filgrastim. Filgrastim has been reported to cause acute respiratory
distress syndrome (ARDS). This is a life-threatening condition in which swelling and fluid build up in the lungs
and leads to low oxygen levels in the blood. If you develop difficulty breathing, you should let your doctor or
healthcare provider know immediately.

e The parent drug of pegfilgrastim is called filgrastim. Rarely, filgrastim has been reported to cause problems with
your spleen (splenic rupture). Symptoms can include pain in the upper left portion of the abdomen or in the
shoulder. Although a rupture of the spleen has not been reported with pegfilgrastim, it is possible for it to occur.
Report any abdominal pain to your doctor or healthcare provider immediately.

Patient specific precautions
e Itis not known if this medication is safe and effective in children.

Pregnancy and breastfeeding precautions
» When taking this medication, you should use effective birth control to prevent pregnancy. Tell your doctor
or healthcare provider right away if you or your spouse/partner becomes pregnant since this medication
may cause fetal harm.
» It is not known whether this medication is found or excreted in breast milk. Since many medications are
excreted in breast milk and because this medication can cause serious harmful reactions in infants,
breastfeeding should be avoided.

Administration related precautions ,
Pegfilgrastim should not be given during the time between 14 days before and 24 hours after chemotherapy, or
while you are receiving radiation therapy.

Medication And Food Interactions

Before using this medication, tell your doctor or healthcare provider of all prescription or over-the-counter products
you are taking, including dietary supplements or vitamins, herbal medicines and homeopathic remedies. Do not
start or stop any medication without your doctor or healthcare provider’s approval. Possible interactions can occur
with pegfilgrastim and the following medications:

e Lithium

Side Effects

o  All medications can cause side effects. However, not all patients will experience these side effects. In addition,
other side effects not listed can also occur in some patients. You should call your doctor or healthcare provider if
you have any questions or concerns while you are on this medication.

o You should contact your doctor or healthcare provider if you experience any side effect(s) which do not go

away, worsen, are serious in nature, or are worrisome to you.

Pegﬁlgr astim (Neulasta®) Patient Education Quick Reference Guide
© 2005 National Oncology Alliance, Inc. All Rights Reserved.




Side Effects (continued)

More common side effects

o Bone and/or muscle pain [Acetaminophen (Tylenol) may be taken for pain relief (follow package directions)]
e Redness, swelling, or itching at site of injection

Rare side effects

o  Allergic reaction which can cause rash, itching, red blotches, swollen face or lips, difficulty breathing (see
Precautions To Be Aware Of Before Taking This Medication)

e  Enlarged or ruptured spleen (see Precautions To Be Aware Of Before Taking This Medication)

How To Take This Medication ,
o This medication is usually given by an injection under the skin (subcutaneous or SC injection) but can also be
given by injection into a vein (IV).

e Ifyou or a family member are giving or receiving the pegfilgrastim injection at home, you should review the
detailed information provided by the drug manufacturer on this subject. Read this information carefully and
make sure that you understand how to prepare the injection, how to properly use the disposable syringes, and
how to give the injection. If you have any questions about this information, check with your doctor or
healthcare provider.

e  When this medication is given as an injection under the skin (subcutaneous), there are four common areas
where injections may be given:

» The outer area of your upper arms

> The abdomen, except for the two inch area around your navel

> The front of your middle thighs

» The upper outer areas of your buttocks
It is best to rotate the areas where the injection is given to avoid soreness. It is best to avoid giving an injection
in areas that are tender, red, bruised, hard, or that contain scars or stretch marks.

e In the unlikely event of an overdose of this medication contact your doctor, your local poison control center at
1-800-222-1222, or emergency services immediately. ‘

Proper Storage
o  Unopened containers should be stored in the refrigerator. Keep in original package to protect from light.

o Before being injected, pegfilgrastim may be allowed to reach room temperature for a maximum of 48 hours.
During this time it should still remain in the original package protected from light.

e Keep the used syringes and needles in a special container.
e Keep this medication out of the reach of children or pets.
Ask your doctor or healthcare
Disclaimer . e - : -
This handout is to provide you with additional information about pegfilgrastim. It is not a substitute or replacement

for the expertise and judgment of your healthcare provider. The information is not intended to cover all possible
uses, directions, precautions, medication interactions, or side effects. In addition, this information should not be

interpreted to suggest that the use of a particular medication is safe, appropriate, or effective for you. You should
always talk with your healthcare provider before starting or stopping any medication.

'Additional Instructions for Patient:

nrovider how to dispose of any medication that you no longer use.

Pegﬁlgr astim (Neulasta®) Patient Education Quick Reference Guide
© 2005 National Oncology Alliance, Inc. All Rights Reserved.
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Univirsity of Catifornia
Ban Franclsco

School of Pharmacy
Utfice of the Diean

Mﬁw Arnve Koda-Himble, Fharml !ﬁpﬂl 1 8, 2006

Ms. Patricia Harris, Executive Officer
State Board of Pharmacy

1625 North Market Blvd,, N219
Sacramento, CA 95834

aey et eou

Dear Patty,

I am writing regarding the agenda item titled, “Request to Modify Intern Hours Earned
for Pharmacy-Related Experience,” a proposal to-amend 16 CCR 1728, The UCSF
School of Pharmacy opposes this proposal and appreciates the opportunity to convey our
rationale.

I am familiar with the genesis of this proposal, since it is not the first time intern hours
have been open to debate. In fact, I strongly supported a change in the regulation, which

allowed students to receive credit for up to-600 hours of ¢linical clerkship experiences
that were “substantially related to the practice of pharmacy,” several decades ago. While
I strongly encourage and promote student leadership initiatives and applaud the activism
of our student groups; T differ with the views of students on this issue.

Currently, the Board of Pharmacy requires a total of 1500 Intern hours. Of these, 600 can
be in a setting that is “substantially related fo the practice of pharmacy™; the remaining
900 hours must be i a pharmacy under the supervision of a pharmacist. One of the
stated reasons for the proposal (to allow up to 1000 hours of experience that is
substantially related to the practice of pharmacy) is that it would provide students the
opportunity to earn intern hours for new and innovative experiences that are not in a
pharmacy. It has also been suggested that students do not pursue experiences in
contemporary practices outside of licensed pharmacies because these do not qualify for
intern hours required for licensure, We believe that the current regulation provides ample
opportunity for students to pursue innovative experiences without jeopardizing their
ability to complete the Board’s requirement before graduation, We also believe that
practice experience in a licensed pharmacy is absolutely essential to the development of a
future pharmacist.

The UCSE School of Pharmacy curriculum currently includes more than 100 hours of
advanced pharmacy practice experience (clerkship) that would meet the Board’s criteria
for hours that are “substantially related to the practice of pharmacy.” We assume the
other California Schools of Pharmacy also meet or exceed this 1000 hour threshold.
Therefore, the proposed change to 1000 intern hours “substantially related to the practice
of pharmacy”™ would be entirely covered by the School’s advanced pharmacy practice
experiences. Consequently, the majority of students would simply be required to spend
400 fewer intern hours in a licensed pharmacy il this change is approved:




For more than 40 years the UCSF School of Pharmacy has designed and refined the educational
experience it requires of students in the context of the Board of Pharmacy’s requirement of 900 hours of
practice experience in a pharmacy. This relationship has allowed the School to be creative in the types of
practice experiences that are offered to our students since we know that an essential foundation for :
practice is provided through internship experiences in 4 pharmacy. A substantial change in the number of
intern hours that are required in a licensed pharmacy (both institutional and community) will significantly
disrupt the balance between the School’s curricular experiences and the core skills and competencies
students develop through their work as interns in licensed pharmacies. Our curriculum is predicated on
this balance of experience and we believe the proposed change would not insure that our graduates have
the core pharmacy skills and experiences we believe the public expects.

The UCSF School of Pharmacy has long embraced innovation in the profession and our new curricular
pathways in Pharmaceutical Health Policy & Management and Pharmacewtical Sciences support our
commitment to engaging students in new and expanding areas of practice. We also have mechan isms
that allow individual students to substitute innovative practice experiences for some of their elective
advanced pharmacy practice experiences. This process is evaluated by a faculty committee and allows for
additional practice activities that are individualized, creative and innovative - though not yet mainstream,

Finally, the current requirement for 900 intern hours in a pharmacy under the supervision of g pharmacist
can be met by one summer’s full-time internship coupled with part time internship work during the
student’s academic year(s). We believe this allows most students at least one summer to explore outside
professional activities that are professionally rewarding but do not meet the Schools” or Board’s criteria
for earning credit towards their academic degree and licensure.

The students’ desire to expand the areas of practice experience and their focus on innovation - which are
at the heart of this proposal — is to be commended. At the same time, we believe that the Board’s
requirement of 900 hours (less than one-half year) experience in a licensed pharmacy remaing an essential
component of the training and licensure of pharmacists who can best serve the public’s needs. | also
encourage the Board to once again adopt a statement of competencies to be gained from internship
experiences in licensed pharmacies. Such a statement can be used to guide both students and preceptors in
creating experiences that develop core competencies and skills the public deserves.

I am happy to discuss this in more detail with you and the Board.
Sincerely,
Mary Aniig Koda-Kimble, PharmD

Professor and Dean ;
TJ Long Chair in Chain Practice Pharmacy
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- Accreditaaon COIMmHTHSS10t
| fore Health Cal’e, Inc.

4700 Falls of the

Neuse Road,
Suite 280 March 13, 2006
Raleigh, NC 27609
(919) 785-1214 Patricia Harris
Fax (319) 785-3011 Executive Officer
achc@ache.org California State Board of Pharmacy

www.achc.org 1625 N. Market, Suite N 219
L " - Sacramento, CA 95834

Dear Ms. Harris,

I recently received a voice message indicating the need to submit our current
pharmacy standards to the California State Board of Pharmacy. Enclosed is an
updated program folder outlining the types of programs and process for companies
accredited by the Accreditation Commission for Health Care (ACHC) and an
Interpretive Guide to Standards for Accreditation for pharmacy services. Please note
that all ACHC on-site surveys are done unannounced.

Since we recently have been reviewed by the Center for Medicare and
Medicaid Services (CMS) and granted Deeming Authority for Home Health
Medicare, | have also enclosed a copy of the Federal Register announcing effective
dates of this recognition for Medicare and Medicaid.

THE
PROVIDERS | : . . . o S
We appreciate this opportunity to continue our relationship with the California
CHOICE .
State Board of Pharmacy. If you have any questions, please contact me.
Sincerely,
Aty (»c’xf’c’”’ 1
Tom éesar, MP‘I\/f
President

10 9001:2000




[Federal Register: February 24, 2006 (Volume 71, Number 37)}

[Notices]
[Page 9564- 9563] ‘
From the Federal Reglster online via GPO Access [wais.access.gpo.gov]

[DOCID: £r24£fe06-50]

[ [Page 9564]]

DEPARTMENT OF HEALTH AND HUMAN SERVICES .

cr

Centers for Medicare & Medicaid Services

[CMS8-2227-FN]

AGENCY: Csnters for Medicare and Medicaid Services, HHS.

SUMMARY : This notice announces our decision to -approve the
Accreditation Commission for Healthcare (ACHC) for recognition as a
national accreditation program for home health agencies seeking to
participats in the Medicare or Medicaid programs.

DATES: Effective Date: This final notice is effective February 24,
through February 24, 2005.

FOR FURTHER INFORMATION CONTACT:
cindy Melanson, (410) 786-0310.

SUPPLEMENTARY INFORMATION:

I. Background

3/1/2006



policies; (2) financial and human resources available to accomplish the
proposed surveys; (3) procedures for training, monitoring, and
evaluation of its surveyors; (4) ability to investigate and respond
appropriately to complaints against accredited facilities; and (5)
survey review and decision-making process for accreditation.

A comparison of ACHC's HHA accreditaticon standards to our
current Medicare HHA conditions for participation.

A documentation review of ACHC's survey processes to:

[boxvh] Determine the composition of the survey team, surveyor
" qualifications, and the ability of ACHC to provide continuing surveyor
training. .

[boxvh] Compare ACHC's processes to those of State survey agencies,
including survey frequency, and the ability to investigate and respond
appropriately to complaints against accredited facilities.

[boxvh] Evaluate ACHC's procedures for monitoring providers or
suppliers found to be out of compliance with ACHC program requirements.
The monitoring procedures are used only when the ACHC identifies
noncompliance. If noncompliance is identified through validation

" reviews, the survey agency monitors corrections as specified at Sec.
488.7(d) . :

[boxvh] Assess ACHC's ability to reportc deficiencies to the
surveyed facilities and respond to the facility's plan of correction in
a timely manner. - : .

[boxvh] Establish ACHC's ability to provide us with electronic data
in ASCII-comparable code and reports necessary for effective validation
and assessment of ACHC's survey pPIrOCESS. ‘

[boxcvh] Determine the adequacy of staff and other rssources.

[boxwvh] Review ACHC's ability to provide adequate funding for
performing reguired surveys.

[boxvh] ConFfirm RCHC's policies with respect to whether surveys are
announced or unanncunced.

[boxvh] Obtain ACHC's agreement to provide us with a copy of the
most current accreditation survey together with any other information.
related to the survey as we may require, including corrective action
plans.

Tn accordance with section 1855(b) (2) (&) of the Act, the September
23, 2005 proposed notice (70 FR 55 2) also solicited public comments
regarding whether ACHC's requirements met or exceeded the Medicare
conditions of participation for HHAs. We received no public comments in

response to our proposed notice.

5
8

V. Provisions of the Final Notice

A. Differences Between the ACHC's Standards and Requirements for
Accreditation and Medicare's Conditions and Survey Requirements

We compared the standards contained in ACHC's accreditation manual

for

[ [Page 9565]]

HHAs and its survey process in ACHC's Surveyor Training Manual with the
Medicare HHA conditions for participation and our State Operations
Manual. Our review and evaluation of ACHC's deeming application, which
were conducted as described in section III of this final notice yielded
the following:

To.meet the full intent of all Medicare standards and
conditions, ACHC crosswalked the corresponding Medicare standard to
each of its standards and stated that HHAs undergoing a deemed status
survey from ACHC would meet the ACHC standard as well as the

3/1/2006



is necessary, to select regulatory approaches that maximize net
benefits (including potential economic, environmental, public health
and safety effects; distributive impacts; and equity). The RFA reguires
agencies to analyze options for resgulatory relief for small businesses.
For purposes of the RFA, States and individuals are not considered
small entities. :

Also, section 1102 (b) of the Act requires the Secretary to prepare
a regulatory impact analysis for any notice that may have a significant
impact on the operations of a substantial number of small rural :
hospitals. Such an analysis must conform to the provisions of section
604 of the RFA. For purposes of section 1102(b) of the Act, we consider
a small rural hospital as a hospital that is located outside of a
Metropolitan Statistical Area and has fewer than 100 beds.

This final notice recognizes ACHC as a national accreditation
organization for HHAs that request participation in the Medicare
program. There are neither significant costs nor savings for the
program and administrative budgets of Medicare. Therefore, . this final
CLotice is.not a major .rule as defined in Title.S, United States Code,
section 804 (2) and is not an economically significant rule under
Executive Order 12866. We have determined, and the Secretary certifies,
that this final notice will not result in a significant impact on a
substantial number of small entities and will not have a significant
effect on the operations of a substantial number of small rural
hospitals. Thersfore, we ars not preparing analyses for either the RFA
or section 1102(b) of the Act.

he health, safety, and services of

In an effort to better assu t
tified az well as provide rslief to

re
beneficiaries in HHAs already cer

State budgets in this time of tight fiscal restraints, we deem HHAS
accredited by ACHC as meeting our Medicare requirements. Thus, we
continue our focus on assuring the health and safety of services by
providers and suppliers already certified for participation in a cost-
effective manner.

Tn accordance with the provisions of Executive Order 12866, this
notice was not reviewed by the Office -of Management and Budget. In
accordance with Executive Order 13132, we have determined that this
final notice will not significantly affect the rights of States, local
or tribal governmments.

Authority: Section 1865 of the Social Security Act (42 U.S5.C.
1395bb) .

(Catalog of Federal Domestic Assistance Program No. 93.778, Medical
Assistance Program; No. 93.773 Medicare Hospital Insurance Program;
and No. 93.774, Medicare--Supplemental Medical Insurance Program)

Dated: January 30, 2006.

Mark B. McClellan,
administrator, Centers for Medicare & Medicaid Services.

[FR Doc. 06-1650 Filed 2-23-06; 8:45 am]

BILLING CODE 4120-01-P

3/1/2006



ASSOCIATION

P e siaie aieme e .

June 2000
205 Daingerfield Road To Whom It May Concern:

The National Home Infusion Association (NHIA) represents professionals and
organizations providing home and alternate site infusion therapy services. An
“estimated 85 percent of NHIA members have successfully completed a process

of voluntary accreditation for infusion therapy services or are planning to become
accredited.

Alexandria, VA 22314

Phone 703.549.3740

NHIA recognizes the importance of accreditation in setting a high standard of
A 703.683.1484 care for the infusion provider community. Currently, there are three accrediting
K organizations that have developed standards for infusion therapy and provide
comprehensive accreditation services. These are:

www.nhianet.org » Accreditation Commission for Health Care (ACHC ~ www.achc.org)
« Community Health Accreditation Program (CHAP — www.chapinc.org)
« Joint Commission for Accreditation of Healthcare Organizations (JCAHO -
www.jcaho.org)

NHIA strongly encourages the recognition of all three accrediting bodies where
such accreditation is required for ancillary services contracts.

Sincerely,

Lorrie Kline Kaplan
Executive Director

THE VOICE OF
THE NATION'S
HOME INFUSION
INDUSTRY
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Note: Standard are cross-walked according to the intent of the standard and net a
standards are made to standards in the JCAHO manuals for home Lealth services, home care pharmacy
therapy, and rehabilitation technology. CHAP standards are referenced to the Core standards enly. ACHC standards are referenced fo the
Health standards. The Scape of Service (clinical) standards portion of the cross-wa

<. Health Care .

ACCREDITATION CROSSWALK OF HOME HEALTH STANDARDS  Core:

I

“ra

waary

1k compare ACHC to JCAHO and the Medicare CQPs.

Sections 10

ccording to the exact Janguage of the standard. References to JCAHO
services, home medical equipment, respiratory
Core and Hoine

0

Licensure, Incorporation documentation

Change in Owiiership or Management 101 B APR2
Governing Body Duties defined 102A | CIV.5A, E12B, CIV.5, CIV.5A, LD.1.10, LD.1.20, LD.1.80
(12B3, C1V.4, CL.2bs, C1.2b6
Description of Goveming Body 102 B Cl1.2b1
List of Governing Bedy Members 102C
Goveming Body Member orientation 102D i Cl.2b2
Professional Advisory Functions 103 A Civ4G, CIV.7,CIV.7A
List of Professional Advisory Members 103 B
Professional Advisory Member orientation 103C
Advisory Commitlee meetings 103D ]
Written Policy for conflict of interest 104 A Cl1.264d RI.120
Share conflict of interest Policy 104 B Ci.2b4d
Individual responsible for Operations 105 A El.3a, E1.3b, Cl.3a 1D.220,1D.3.9
Annual written evaluation of Leader 105 B :
Appointed Leader replacement 105 C ! Clad . [D.3.50,LD.4.10
Organizagon Chart 106 A i C1V.3G,CI2El,Cll.3a
Supervision of each Service 106 B Cl3e, CIV.3G LD.3.45,1.D.3.7¢, R.1.10
Personnel knowledge of chain of command 106 C Ci1.2C2,C1V.2G
Written Mission and Philosophy statement 107 A El.1, C1.1,C1B1, C14F,Cl.1b, E1.}
Organizational Goai identilied 107 B . C1B.1,CIV.1B
- ~Compthianes with Jaws and-regulations - - e 108 A El1.2A, EL1.7C, C1.2a, E; 1.3b(1)(0) { LD.1.30,1LD.3.20
108 B e ________ _ _ -

Clda, B11.2C, B1 1.2d(d), C14b.

Descriptions of service/care 201 A : RLIL1IO
Staff knowledge of Descriplions 201 B ‘ :
Description give to Clieat and Family 201 C i
ACHC, ino. Efachve 1-10-08 Disourrent: Foim —

T

docidoors. Deptibtanuals Currenti2005C rosswalks
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DESCRIPTION OF STANDARD- " ‘ACHC . | CHAP : - ICAHO
:  Bill of Rights distributed 1o Patients 202 A Cl.4a RI1.2.10,RI.2.20, Ri.2.30, R1.2.40, R1.2.50,
RI.2.60, R1.2.70, R1.2.80, R1.2.90, R1.2.100,
R1.2.110,RL.2.120,R1.2.130, RI.2.140,
RI.2.150, R1.2.160, R1.2.180, R1.3.10,
Staff teained on Bill of Rights and Responsibility Policy 202 B
Distribution of Bill of Rights and Responsibility Statement 202C Cléc
DMEPOS Standards and Medicare Recipients 202D
Client Grievance Process Review 203 A Cld
Staftf Grievance Process Review 238,
Grievanee Process Investigation 203 C
Clieat Grievance Pracess Contact Information 203D
Confidentiality Policies and Procedures 204 A : CIV.SB
Personnel, Governing Body and Advisory knowledgeable of 24 B ;
Confidendality :
Client receipl of Caniidentiatity information 204 C
Business Associate Conlracts 24 D
Client right o refuse service, set Advance Care Directives 205 A
Documentation of receipt of Advance Care Directives 205 B i
¢ Resuscitative Guidelines 205 C
Process for Suspected Abuse/Neglect 206 A PC.3.10, R1.2.150
Staff Knowledge of Reporting Suspected Abusc 206 B
Reporting Suspected Abuse to Authorities 206 C
Written Policies on Ethical Issues 207 A Cl.4g, Cl.4glb, Cl.4gl, Cl.4gle, RI.L.10
oo | C1 423 Cllja - - - e
Staff Knowledge of Reporting Ethical Concerns 207B
Reporting Ethical Concemns to Governing Bedy 207C Cidgla
Policies Addressing Various Cultures, Beliefs, and Lanpuages 208 A :
Staff Knowledgeable of Diversity 208 B
Staff Communication mechanisms 208 C

014

ClIL2b,Cl1].2a

"EL4A, CI1I.2EL, CL11 264, C1T12,

Review of Annual Budget 301 B CI111.2E4, C111.2F3, Ct11.2E3,
Cl111.2C,CI11.2E2
Wrilten Capital Expenditure Plan 3N cC | C111.2E5.CN 1.2,CI11.2C,C111.2B ‘A_

T e,

Fom
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CI11.2E5

Expenditure Limits
Policies for sound business practices 302 A " E11.2d(d), C1V.5C, C1V.201,
i C111.2G2, C111.2C,C1V.3E, C1V.3F,

C111.2F, C1V.IC

Accounding Syslem 302B El111.2a, C1V.3F, C111.2C, C111.2F,
C111.24,C111.2F1

Fiscal Policies for QASIS data 302 C

Financial Record Retention 303 A C1.2B, C111.2F2

.. Financial Quatlerly Review ] 303B___: Civ.5d, Cl11.2H1

Communication of Service/ Care Rales 304 A CIV2E.CIV2F, C1V3, C111.2G1,
C111.2F2, C111.2F4, C111.2F35

Staff trained in Rates Policy 304 B Cl1v.2D,CIV3

Provide Cliepd with Rates prior to service 304 C E11.2d(1), CIV.3E

nzﬁnm mon mra_bw fee scale

ma_.monn.w_ Poli

icy Zmuuwgﬁa .&a Review

Ci11.1F, Cl11.1F]

Policy accessibility to Staff

C11:.1F2

BOARD OF PHARMACY

dooiAcores. Deptihimnuzls Curreni2005Croszwalks

Tob Descriptions consistent with Organization Chant 402 A Ell.lb(d), El11.1eX(d),C1.3a,Cl11.1b
Employee receipt of Job Description 402 B Ell.1b(), El].[e2(i)
Policy lor Verification of Employee Qualifications 403 A Etll.1b2, E111.1b1, El1i.1e2(d),

! Cl.3e,Cll.1a,Cll.1b
Qualifications Verified 403B i Clll.1g2
Personnel Credentialing Activilies 403 C E111.1b1,Cl11.1g2,Cl1.1a HR.L.20
TB Screening or Verification 404 A C11.7b3,
Hepatitis B Vaccinalion access 404 B Cl11,7b2
Driver's License Requirements 404 C ElLl.1b3, E11L3bl
Vehicle Insurance 404 D
Criminal Record Background Check 404 E Clll.1g2
Management of Personnel Files 405 A i Cl.2g,Cll.7c, Cllllg, Cllt.1gl

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘ Cili.lg2 :
Written Qrientation Plan 406 A E{11.164, CITLIC, CITIIL CIITITT [ HRZI0 s S
Orientation Personnel Training 406 B
Staff Participation in Orientation 406 C HR.2.20

Staff Performance Competency 407 A Ell.1b(o), Ell.1e2(a), E111. 1R, HR.2.33, HR.3.10

: Cl11.1G2
Demenstration of Competency on new tasks 407 B : E11.1b¢)

ACHC, inc. Effeciive -10-35 Docurnenl: Forin - Crosswalks

Pags3dois
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«
: Health Care ..
p>:
« DESCRIPTION OF STANDARD . - . - = _ “ I ACHC " | CHAP.- - - lwcanos T T
In-Service Education 408 A CILIG2, ClLLITL, Cl11.112,
1 CHLIB
= Policies pertaining to Supervision 405 A
b Qualifications Appropriate 1o Service/Care 409 B
b Supervision Available during all Service Hours 409 C
=[ Annual Observation of Direct Service Staff L 410A CliL.1G2,CIVSF,
«© _ Writien Annual Performance Evaluations 410 B CIV.SF CILLIG2 Clll.1el, C111.1h | HR.3.10, HR.3.20
M . Results of Performance Evaluations 410C Q _ 1. Ho~
- - Negative Patient Qwisome Actions - - - - - - - - - - 40D - -
- Writter. Contracts/Agreements 411 A CIV.6A EILL1J2 Elll.lc, CI11.]1]
< Review of new Contracts and mgnc.,m_u 411 B Ell.2e(d). Cl11.1J4
Professional Liability Insurance 411 C Cl11.1G2
Contract Requirements : 411D CI1i1.1J1,C111.1J3
Monitoring of Contract Providers 411 E O_ 1 _ : !
- Sectigin:500 Client/Pafient Récord znmww‘aami , R R T ol
) Required Conteat Policies EIL. .x:& Ell .a@ N mo Cll. M
[ Ye]
Q Cl11.5F
« Access, Storage, Removal and Retention Policies ’ Sl B Cl1.5a, C11.5b, C11.5¢2, Ct1.5d M.2.10,1M.2.20, 1.3, 1.3.10
@ ; Cl11.5e,
M Record for each Client . so1C Ell.5¢(d), E11.5a, C11.i,Cl1.5e, IM.6.10
~ Cil.5p
Record Documentation 501D Cl1.5¢,Ct].Sel IM_6.60
Demonstrated Consistency; Service, Plan and Billing S0l E Ell. a%& ClV.4d IM 6.20
Referral Pracess _vnmbn‘_wn.oﬂ e TS0 A . — T - - - —_— e
Service Guidelines and Eligibility _ RI.1.30,IM.4.
Anti-Discnmination Compliance RI.1.30,LD.3.20
Verification of Physician Credentials PC.1.10
= Verification of Client Eligibility
5 Referrals for Unmeetable Needs RLL40, IM.1.10
= Service Availability in Comruunity
W ,,,,,,,,,,,, _Segtion 600.Quality Oiitcomes Mas R
o Designation of Quelity Oﬁnoaa@;mwuhoﬁana Oooa_bma« LD.14.40
P Lnvolvement of Leadership in Q1 m 60t B ELV.1b, C11.6al,Cl1.6h .
A Involvement of Staff in QI ! 601 C Cll.[b.Cl1.621,ClV.1d,Cl11,]e
= Annusl Evaluation of QI 602 A ElV.1a, Cl114,CIB.1,Cl1.6, Cl] 6a, PLL.1Q
S C1V.2,CIV.3a,Cl11.1d C1V.2h,
.. ClV.2¢1,CI11.1F,ClV.1a
@
= .
FTn) I e g - e
<3

Lugiape 2l
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Asssssment of Processes qu_.ﬂnm Risk

602 B C11.6b, Cl1.6c includes B, C. D, E, F,

1+603A B.C

RI.2.30

Ongoing Monitoring of Important Service/Care Aspect

Cngoiag Monitoring of Administralive Aspect

602 C Clv.2C2
602 D :

Satisfaction Surveys

602 E i Cll.ib,Cl11.6¢c], C1L1.6F

Review of Clienl Records

602 F E11.2A(3} Cl1.6F2

Quality Improvemeant Requirements

603 A Cll.6e

PI.2.10,PL2.20

Participaton in External Benchmarking

603 B ClV.5E

.|. . Annual Quality Improvement Report . . . .

_603C | ClV.2c2

Written Plan of Correction

604 A C1V.2¢3,Cl1.6s, C1V.2¢2

Plan of Correction Quicames

604 B C1V.2¢2, CiV.2c3. Cll.6g

LD .4.506, PL3.10

Investigation of all Adverse Evenis

604 C

Ris

. H.m.mmomo: mmnﬁo_ —u.omﬁmm

701 A E11.7,C11.7b2, C1L.703, C11.7,
Cl1.7a,C11.721,C11.7b

IC.1.10,1C.9.10

Infection Control Educalion

761 B CiL1.7b5,C:1.7b6

1C.8.10

Demonstration ¢l Compliance

70: C _El1.72

IC.2.10,1C.7.10

Evaluation of Effectiveness

701 D i C11.764,C11.7¢,C11.7el, C1L.7F

1C.6.10, 1C.3.10,LD.4.70

Safety Issue Education

702 B Cil7h

IC.5.10, EC.7.30

Disaster Preparedness Plan

703 A Cl11.8,Cll.lc.

EC4.20

Disaster Preparedncss Education of Stafl

703 B Cll.le,C11.8

Assessment of Utility Systems

704 A

" EC.7.10. EC.7.40, EC.9.10, EC.9.20, EC9.30, °

Fire Safety and Emergency Power Plans

705 A ClLI1.13A

EC.2.10.EC.1.3. EC.8.10

Fire Safety and Emergency Power Plan Imglementation

705 B CLI1.13A

EC.5.10, EC.5.20, EC.5.30, EC.5.40

Hazardous Chemical Plan

706 A Cl1.7lb

OSHA Hazsrd Communication Standard Compliance

706 B Cli.7blc

EC3.10

Variance Plan

707 A _Cl11.7d1

Variance Education

707 B ( C11.7d2

Variance Docummentation and Reports

707C Cl11.7d,Cl11.7¢,Cll.3¢

Certificate of Waiver from DHH 708 A
,,,,,, Utilization Purposes snd Sta@ Tedinifig oo 708 B
Equipment Utitized in Waived Tests 708 C

BOARD OF PHARMACY

ACHC, Inc.
dociAocred, Deptitdanuals CumeniBiBinCrosswalks

Decument: Fom — Crosswaiks
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Community Health Accreditation Program, Inc.
1300 19" Street NW, Suite 150 Washington, DC 20036 t: 202-862-3413 f: 202- 862-3419 web: www.chapinc.org

March 14, 2006

Patricia Harris . S
Executive Officer me
California State Board of Pharmacy
1625 N. Market, Suite N219 P

Sacramento, CA 95834

RE: Re-Application for Board Approval under Senate Bill 293, Section 4127.1d
Dear Ms. Harris:

The Community Health Accreditation Program, Inc. (CHAP) is re-applying to California State
Board of Pharmacy for approval to exempt pharmacies from licensure under requirements
established by Senate Bill 293, Section 4127.1d of the Business and Professional Code.

Included is CHAP’s current response to the evaluation factors identified by the Licensing
Committee as required in section 4127.1. CHAP supportive documentation is attached as
Appendix I-TIL. Included also is a cross-walk from CCR Section 1751 (revised) Sterile
Compounding Regulations to CHAP CORE Standards 2004 and CHAP Pharmacy Standards
2004/1005. ‘

Thank you for consideration of this re-application.

Please contact me if you need further documentation.

Sincerely yours,

Terry A /Duncombe, RN, MSH
Presidgnt & CEO

CHIMP



RE-APPLICATION TO THE CALIFORNIA STATE BOARD OF PHARMACY
FOR
APPROVAL TO EXEMPT PHARMACIES FROM LICENSURE UNDER
: REQUIREMENT ESTABLISHED BY
TITLE 16 CALIFORNIA CODE OF REGULATIONS
SECTION 1751 - REVISED
(SECTION 4127, 4127.7 OF THE BUSINESS AND PROFESSIONS CODE)

SUBMITTED BY:
COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. (CHAP)
1300 19'" Street, Suite 150
Washington, DC 20036

Factor 1. Periodic Inspection

The Community Health Accreditation Program, Inc. (CHAP) conducts a full comprehensive

site visit to pharmacies at least once every three years. Every standard for Core and Pharmacy,

is assessed during these site visits. Based upon the performance of the pharmacy and the
findings, particularly in the Quality Standards (Section II of each set of standards), the CHAP
Board of Review may determine to require a return site visit within 6 -12 months to focus on and
assess compliance with the required actions cited during the site visit. The Accreditation Process
is described in the CHAP informational brochure, which is included as Appendix I.

Factor 2. Documented Accreditation Standards

CHAP accredits all types of pharmacies, including pharmacies that compound sterile products.
CHAP currently uses two sets of standards to assess pharmacy services: Core 2004 (overall
administrative standards) and Pharmacy 2004/2005 (service specific standards) Standards of
Excellence. The Standards are included as Appendix II. Each of the standards contain language
further requiring compliance with State and Federal statues governing pharmaceutical practice.
Each pharmacy is assessed during a site visit for compliance with CHAP standards as well as
federal and state-specific regulations. In addition, CHAP standards are consistent with the
professional standards of practice as defined by the American Society of Health System Pharmacy
and published in Best Practices for Health-System Pharmacy, ASHP, and referenced for
assessment.

Subsequent to CHAP’s initial application to the California State Board of Pharmacy in 2003,
CHAP revised its pharmacy standards and formatted them in a tiered structure with basic
standards applicable to all pharmacy services plus add-on standards with additional requirements
applicable to specialized pharmacies such as infusion pharmacies. The CHAP 2004/2005
Pharmacy Standards are consistent with the intent of USP 797, incorporate requirements from
Medicare Modernization Act, Part D, and are consistent with California State Board of Pharmacy -
Sterile Compounding Special Licensure regulations.

CHAP: Re-Application CA SBOP 1



CHAP assesses standards in terms of “Met” or “Not Met.” The standard must be met in full to be
assessed as “Met.” If any element of the standard is not met, the standard is assessed as “Not Met,”
and a “Required Action” is written for that Standard. Required Actions are actions which the
organization is required to perform in order to achieve compliance with CHAP Standards. The
Board of Review decision to accredit, deny accreditation or defer accreditation is based upon the
number and types of Required Actions identified. CHAP does not use a scoring methodology for
assessing compliance and determining accreditation decisions

An organization is accredited if the site survey findings provide evidence that the organization
is in substantial compliance with CHAP standards. An organization is deferred in initial
accreditation based upon evidence that the organization is not in substantial compliance with
the CHAP Standards but has evidence that they possess the ability to come into substantial
compliance within a reasonable time frame, not to exceed one year from the deferral date. A
full site visit will subsequently be conducted to determine compliance with CHAP standards.
An organization is denied initial accreditation based upon evidence that the organization is
not in substantial compliance with the CHAP Standards and lacks adequate structure and
function to correct the deficiencies in a timely manner. The organization has the option of re-
initiating the application process six months from the date of the initial site visit. Other Board
of Review accreditation decisions include formal warning and termination.

Factor 3. Evaluation of Surveyor’s Qualifications.

CHAP requires pharmacy site visitors to have the following minimum qualifications:
Currently licensed Registered Pharmacist with a minimum Bachelor of science in pharmacy.
Five years experience in pharmacy management.
Current experience in community-based or infusion-based compounding pharmacy services.
Demonstration of strong analytical, consultative, conflict resolution, mediation and written
and written and verbal articulation skills.

. Demonstration of experience with an accreditation process.
Successful completion of a CHAP Site Visitor Training Program and four practicum
site visits.

N

o »n

CHAP currently has four pharmacy site visitors with professional pharmacy experience
ranging from 12 — 40 years, with clinical management experience ranging from 9 — 30
years, with one holding a Masters degree and two holding Doctor of Pharmacy degrees.
Each one of CHAP’s pharmacists is currently employed in active pharmacy services.

The CHAP Board of Review (BOR) has a pharmacist position appointed by the Board of
Directors. That pharmacist is responsible for reviewing and assessing Pharmacy Site
Visit Reports to assure consistent citation of pharmacy standards. The BOR Pharmacist
is also responsible for assessing new or revised standards as part of the BOR and
recommending adoption to the Board of Directors.

The CHAP Board of Directors (BOD) has a pharmacist member elected by the Board of
Directors who is also a resource for pharmacy-industry related issues.

CHAP: Re-Application CA SBOP 2



Factor 4. Acceptance by Major California Payors

CHAP is accepted by all California payors as well as all national payors.

Factor 5. Unannounced Inspection of California Accredited Sites

CHAP understands that the State Board of Pharmacy will conduct unannbunced
inspections of two or more California accredited pharmacy sites to assess for
satisfactory compliance with California law and good professional practice.

Factor 6. Board Access to Accreditor’s Report on Individual Pharmacies

CHAP provides a written report to each pharmacy following a site visit and review and
determination by the Board of Review. Each of the pharmacies accredited by CHAP has
a copy of the written report available on site.

Factor 7. Length of Time the Accrediting Organization Has Been Operating
CHAP has been accrediting organizations since 1965. CHAP was the first national
accreditation organization to accredit community-based health organizations in the
United States and was the first organization awarded deeming authority by CMS

(formerly HCFA) for home health in 1992 and for hospice in 1999. CHAP Pharmacy
Standards are recognized by JCAHO as being comparable in definition and expectations.

Factor 8. Ability to Accredit Out-of-State Pharmacies.

CHAP currently accredits organizations throughout the United States, Hawaii and Puerto
Rico and is able to accredit pharmacies regardless of state of operation.

CHAP currently accredits 63 Pharmacies located in 23 states. CHAP has 16 pharmacies
that have applied for accreditation and are in the process of contract execution or '
currently undergoing the self-study process.

Additional Questions:

1. What companies are accredited for Pharmacy by CHAP in California?

Accredited:
Factor Support Network Pharmacy, Inc., Camarillo

Appliéd for Accreditation:

Valu-Med Pharmacy, Anaheim
Pharmaco d/b/a Premier Infusion Care, Torrance

CHAP: Re-Application CA SBOP 3



2. Is CHAP accreditation comparable to JCAHO ?

JCAHO has completed an evaluation of CHAP standards which resulted in their recognition
of general comparability between the standards of our two organizations.

3. What is an example of an evaluation sheet and report?

The CHAP Site Visitor Work Book is used for evaluating compliance with the CHAP
Standards. A Board of Review Site Visit Report is generated from the commendations,
recommendations and required actions cited in the Site Visitor Work Book. The
Board of Review reviews the Site Visit Report and completes a Summary Data
Collection Tool in order to assure a logical and focused review of Site Visit Reports
and to promote consistency in the interpretation of site visit findings by each

reviewer. Consistency in the interpretation of site visit findings by the Board of
Review drives the decision making process. A sample of the Site Visitor Work Book,
the Board of Review Site Visit Report format and the Board of Review Summary
Data Collection Tool are included as Appendix IIL.

CHAP: Re-Application CA SBOP 4



9002/¢ AVHD

Oy I ‘I8 IA T2 1d

“UOTJRUTUIRIUOD JO JSLI 9SEIIOUT P[Nod
Te1)) UoA9 pajedionueun Aue Io1je pue AP[eom PIJOSJUISIP q JSNUI S[O0)S PUB SI[(E] ‘SOA[SYS ‘STUL[TOD
‘SIOO[] ‘S[[eA SE JOns BaIe PAJRUSISIP 9] UI SI0RLINS PIBY ISYI0 PUR SIOBJINS YOUIGHIOM JOLIXH

Le8TIA LBy TIA ‘€ 1A

“POIOSJUISIP PUB PAUBI[O
A[Iseo 0q o 18T [PLISTRW B JO 9PBUI 9q JSOUI WOOI UEa[d 10 BTk pateusIsop oyj ut pasn juaurdinbo v

3y'IId “TISTIA v E8 A

-porme K[rado1d oIe OyM S[eNpIAIPUL 9SOY) 0} PAITUI] WOOT UBS[D 10 BATE PAJRUSISIP 0} SSA0IY

Sy A
OF A ‘S"a'THA ‘SIS TIA ‘TILTIA

“sjonpoid SnIp a[qe1dalur o[Liass jo gurpunodwod ‘afes 9y 10J saInpadoid
pue sororjod uanum s Aoeurreyd oy ur parjoads BLIONIO J00UT 0} SR JUAUIUOIIAUS Surpunodurod
o]} 18T} UMOUY 9ARY P[NOYS A[qRUOSEAI 10 umouy s1 1 Ji paredard jonpoid s[qejoefur o[IIa)s oN

opTIA ‘T'9y'HIA T8y TIA ey TIHd

Sutpunodtod 10] JUSWIUOIIATS (O] SSB[O) G SSe[d OS] ® sapiaoid jeq) 101e[OST Ialleq

d0

19y A ey d

SEaIe JUd0RIPE 0] 9ATIR[oI [BNURIaJIp oInssaid Ire oAnisod Yiim twrooI uedd (0T SSe2) G SSe[d OSI V

q0

19y A By TId

(seare Juooelpe 0 oATIR[aI [eURISYIP Inssaid 1re aansod
[IIM) WOOX Uea[d (000 SSBIO) £ SSeo OS] Ue UIIm OOy MO[f Teurure] (00T SSe[9) § SSe[2 OSI V

_ “SJUSIPAIZUT S[LI1S-UOU 9I0WI IO U0 woij s1onpoid
oqe1oalur oueys Surpunodwoos Koeurreyd Lue 01 A1dde [reys Surmoroy oyl ‘o0z ‘1 AN 193Je 10 uQ

1'qy A ey Tnd

SINHITHTIONI A TRIALS-NON WOIA ONIANNOJNOD
ATIVIDAINI A IHLS Y04 SAUVANV.LS INTAJINOA ANV ALI'TIDVA (T0TSLT ¥DD

"UOTIRIBIIJAlI

qL ey TIIA | Surnmbar rererew e 103 sjuewarnbor ofe101s oy 109w 0) Ay1oeded justoLgyns Jo Hoamhmmﬁmou © ST 219y [,
ey IId ‘19T SuTuuNI P[od PUE J0Y YIIM JUIS © ST 9197,

LBV IIIA :
e/ ey TIIA “JuouruoIiAus ondose ue Jo AJLISo)uT SUTRIUTEW YOIJM ISUURNI B UI Pa10s sarfddng
WIina “A[enuue paynied ok juswdinbo woo1 uead 29 SPOOY MOJ ITe Teurue |
SePTIA ‘§°97e8TIA "PRIB[NUSA [[9M
ey IId "SQ0RJINS o[qEUBA[d sN0I0d-UOU JO IPBUI SIe SIOO[J 29 SSUIID ‘S[[eA [JIM UIOOI UB[)
VIV ONIANNOJNOD *ISLT ¥HID

_ (pas1aay) 1SLT uoyIa8 91 L

QAVANVLS dVHO NOLLATIDSHA INANSSASSV-ATES SNOLLVIODHA A0 HAOD VINIOII'TVD

INANSSHSSV-4THS ONIANNOJNOD ' TTIHLS

L'LTTY ‘LT1¥ SNOLLDAS pue (QASIATY) TSLT NOLLDAS ‘91 A1LLL
SNOLLVTVNOTY 40 HA0D VINYOAITYD OL NOLLIAH S00Z/7007 STIVANV.LS ADVINUVHI dVHD d0 ATVMSSOUD
,,,,, "DNI ‘AVIDOUd NOLLVIIAHIDDV HLTVAH ALINQWINOD




900¢/¢ dVHD

9T ‘SI2S°IA S 1A

“(SuoTIeISYI0M UOTJB[OST JOTIIEq PUE ‘TIOO0I UBI[D )0

SSBJ0 “JouIqeo K19Jes [BOIS0[01q ‘SUOIIBISIOM MO[J ITe reuture] -§-9) sjonpoid 9[ua)s jo uonendrueur

10J BAIE [BOTILIO 9] 91BAID 0] PIsh SVTASP [OLJUOD [BJUSUIUOIIATD JO OULUAUIBW PUE 35()

01-188TIA ‘7S TA

eare gurpunodurod o) Jeou pue OJUT S[RLIDJEW JO JUSUISAOUI PUE $$30J8 [QUUOSIS]

J8TIA ‘TPLTIA ‘8195 1A

uonepIeA SS3301d

Op T ‘81°L 196 TA

1onpoid Teuty Jo AISAI[IP pue 28eIolS

6'¢’1961d

sorjddns pue sjonpoid jo Surpuey pue 93eIOIS

PTOT T ‘SISTIA ‘€T TTOSTA T IID

suoTen[eAd Aoudjeduros Jye1s

:3UIMO[[O] 9} ISBI J& SSAIPPE ISnu SAINP3201d pue SAI0]

IGTD ‘986 8GO

Furpunoduiod o[1191S UT PIA[OAUT [ouuosiad [[2 0] PIJedIuntiiod g JSnul saInpadoid
pue sororod USNLIM 1) 0] SUOISTASI PUE ‘SUOTIO[ep ‘suonippe Aue pue sjonpoid o[qejoafur
orrro)s Surpunoduiod a10J9q sanpaooid pue serorjod oy} peal 1snuI pIA[oAU! [ouuosiad [[y e

JTIID ISTD

s1010adsu] AoetiIeyJ JO preog pue senianoe urpunoduod
o) Ut paajoaut [puuosiad [[e 01 o[qe[reAt AJajerpauml samnpaooid pue sarrod UONLIA e

7€ I8TA ‘TPSTIA O IA vR19eId

1stoewureyd € AQ POmMOTAdI 94 ISN pue surdaq urpunoduiod 210jeq
Sunum ur pauralep 9q 1snw uonerederd yoee 10y sse001d Surpunodwod Yy pue SJUSIPAIIUT Y, e

Q-89 “L-1319CTIA
L196°TA “3-BSTID USID ‘695D

syuawratnboar Surdeay p1ooay

CTA weIidoid 2oueinssy Aend) e

PRI “€C-CC 25 IA ‘S PSTO s1onpoid a[qe1oafur a1a)s jo uoneredard oy Ut Jye)s Jo SUMUIRLL, e

| ST ai.ow.HQ sorjddns pue juowudmby e
“UOTIEXISTUTIIPE JO 98I PIPUSUITIOIT

1T ‘oT°sTId PUR UOTJRNSIUIUIPE JO 9JNOI PAPUUT ) U0 paseq jonpoid o[qeioslur o[uia)s o) jo Surfoqe] e

17-81°961d ‘€1'961d

spunodwod a[qeioalur 9[119)s Jo Surfeqe] pue Jul[[iy ‘Surpunodwo) e

201 POIII] 9q Jou Inq 9pnpouT [Teys syonpoid spqejoafur

¢1a | emues jo Suisuadsip pue uoneredord s Aoeurreyd oy} Yim pajeroosse saInpaooid pue sarorjod TaNLIp
SHANAADOUd ANV SHIDI'TOd :TO'ISLI dDD

(pas143y) [SLT uonIas ‘91 IPLL
AVANV.LS dVHD NOLLATID SAd INHINSSASSV-ATAS SNOLLVINDHA A0 HAOD VINJOAT'TVD

INHNSSHSSV-ATHS DNIANNOJNOD H'TTIHLS

L'LTTY “LTTY SNOLLDHS PUe (QISIATY 1SLT NOLLDHS 9T H1LIL
SNOLLYTVNOTY 40 A0 VINVOAITVD OL NOLLIAH S007/4007 SAYIVANV.LS ADVINIVHA dVHD 10 MégmmOMU
- "ONI IAVID0Ad NOLLV.LIALIDDV HLTVHH ALINANINOD




900%/¢ dVHD

Say' A ‘7PLTIA -2y TIA PERTIA

uonenyeAs jonpoid-puo
JO SpI003I pue 1997s jrom uoneredord o) “109Ys YIoM I0)SEUI 9T} SUIPN[OUI SPI0JAI uonjeIedol] e

[98TId ‘6Zo51d

"$ISTX S)URIPAISuT mel 1o sponpoid reonnadeureyd pa[[eodl 10 pardxa 10] SpI0291 UONdAdsu] e

S-19y' A

(uowrdinbo pue sanioey 103 s8o0[ Sutuea(o 3°9) pourejUIE
ore sampaooid pue seorjod s, Kovurreyd o 03 o1jroads s3o] fonuoo Ayfenb Ajoey 10PO  ©

WA P9y TId PEeoTd

“sormpaooid pue serorjod uwaptim 03 SUTpIodoR
SISBq PA[NPIYos ATR[NEal € U0 SINO0 JUSWUONATS Surpunodwod J[LI9)S Sy} JO UOHBOIID) e

Qe TIA “PIIUSWINOOP PUE POIOITUOU 98 SAINJeIadiia) 10Z9a1) pue IOJRISSIIJOY e
CISTIID ‘8USID “saanpao01d 1onpoid o[11a)s ur seeko[dwra Jo uonen[ead Aousjedwioo pue SurureI], e |

€7UsSID :3pN[OUI 0} ST o1y} J0J SPIOIAI JO AOUBRUNUIRIA

“19quIosaid oyl 03 @o@:roa a1 syonpoid of) YOIy U0 9jep PUE JUNOUWE “IOQUInu JO] ‘oured or)

€79 TIA S TIA SuneoTpUI SPI0OAI 9ARY OS[E [[BYS 9sn Imyny JoJ syonpoid ofqeloalur ofrays Surpunoduwrod saroeurreyd

9TIa yuaned goes 103 orrjoid uoneoIpawt Juaried S[qRASIIII AJOIRIPSWIUIT UR ST SIS,

9Id . SINHNHIINOAT ONIJHA MAOIDHA € TSLT 4D

69S I - Aadoig Jo esodsi(q-Aderegpotmen)),, Serels Yorgm [aqe] [e1oads e 1eaq [[eys S1ua8e OIX0]0JAD [V

c-IPSTIA ‘LS TIA Surppuey pue 93e101S 10] SUOTIONISU]

996 TId 1onpoid o) uT pauTEIuod SIUIIPIIUT JO UOHRIJUSOUOD PUB SUTBN

(rendsoq ® jo syuanedur

19STICI | o7 pesuadsip sionpoid s[qeioefur oftrels :uorjdwexa) Aoemreyd jo requinu suoyda[a) 9pn[out 01 sfaqe |

SINFNTIINOTA ONITHIV'T T ISLT HDD

CapTId ‘zoLuda

"$IN000 Jums9) pue uoneneAd onpoid-pug e

319¢1d *($)[NS21 WONRZI[IIS)S JO UOTIBIUSWNIOP SUIPN[OUT) ISTXS SaINpadoid UONeZI[LINIS e
-uonejusunoop Jeridordde 10] pue s1997Ss JI0M PUR SB[NULIOJ 19)SBUI
€‘ZBOTIC | JO oSN 9y J0J PAYST[GeIsa 2q Jsnul saInpaoold pue sarorjod uoplm Surpunodmrod gojeq A[I1als 10 e

98 TIA ‘0T°688 A +35TA

“BoIe PO[[OIIUOD U} UT UOTJB[NUINIOR PIOAR
pUE UOTJEITUES S0UEYUS O} SO[PIOU PUE ‘SIAUTRIUOD ‘SIFULIAS pasn ‘sferrojent Surdeoed jo resodsiq o

IS8T "Le8 A STO6TA

*(Kor1od 1o mof[of Kewr Aorjod [onuod WOROAFUL [EUOHMTSUL 0} 393[qns soroewrreyd) SJUBIOIJUISIP JO UOTIRUIS][E
o1 pue vare pa[jonuod oy ut juswdmbe Aue pue vore po[JonuOd 31} 10J A[NPIYDS SUTURI[O B[NZNY e

MAVANVLS dVHD

(pas142y) [GLT uoyI3s Of 31T
NOLLADIDSAA INANSSASSV-ITAS SNOLLVINOHY 40 HAOD VINIOAT'TVD

INHNSSHSSV-ATdS ONIANNOJNOD ' IHIHLS

| L’LTTY ‘LTT¥ SNOLLDHS Pue (QASIATY 1SLT NOLLOHS 91 HLLLL
SNOLLV'IVNOHY 40 0D VINYOATTVD O.L NOLLIAA S00Z/7007 SGIVANV.LS ADVINIVH dVHD 40 A TVASSOYD

ONI AVID0Ud NOLLV LIAHIDOV HLTVHH ALINONINOD




900¢/¢ dVHD

PITIA °T'TIA ‘0191 TId J8'Id

"UOT}09[9S WA)SAS a1nsopd pue juswdinba ‘rourejuos ‘sonbruyd9) uonezIiols

“goTe PI[ONU0d a1 Ul pasn Juawdimba Sururejurewr pue Surznues/3uruea[d ‘eare PI[[OIU0D

a1y Ut Jonpuood [erousd ‘senbruyos) Suraod pue Surumod 1odoid ‘sampasoid uoneredsid ondase
‘sompoooid souernsse Aenb ‘vonejuswmoop Surpunodwoos syonpord o1)s ‘AFojourinia)/SuonenNd[ed
reonnooewireyd ‘onbrutgoe) ondose :3Urmor[o 24} SSeIppe [[eys uonenead pue Sururer jo weisoid oy,

*K1rodoid syse; poudisse 1oy uLojad 0] A1essa09u
ST[I[S pue 93pa[mouy 24 Sey eaie pajeuSIsop oy ur Sunyrom uosiod [oea Jeij) 2ISud 0] paugIsop

, 3111 | uoneneas soueuriojrad uruten jo ureidord uSNLIM B MO[[O] PUR PIYSI[QRISO Uk QABT] JSIUI SALoRULIRYJ
uatkojduws Jo porrad 91} puokaq SIedA ¢ 10J paure}al
USTD 9 [[eySs pue [RNPIAIPUT [0S J0] S[GR[TeAR 3q [[BYS 20ua)oduiod pajensuowap pue Jururen) Jo SpI0day

STTIA ‘PI'TIA 1A T1 D

"sjuade o1x0)01£0 Jurpnyourt syonpoid Snip sqeloafur o[t1als Jo Jurpunodurod
pue Surppuey ayes oy ur sousiedwiod SuroS-uo ajensuowep pue Sururen) 9Aey [[eys sjonpoid
3nup s[qeoafur ofays Surpunodurod ut pageSus [ouuosiad [[e oInsud [[eys 28 reyo-ur-jsweurreyd sy,

PSTIA ‘fea s ia

Koeurreyd o Aq poysruang sorjddns pajera1 pue syonpoid o[qeioafur
ortra1s Jo asn 1odoxd Sutureouoos 1eardares Arewnid 1o/pue jusred ay) 01 9[qR[IRAR 2q [[BYS UOIEI[NSU0))

UAAIDTAVD ANV INALLV ‘AAVLS A0 ONINIVAL :S'TISLT DD

*SJURIPIIZUI JLIS)S-UOU IO IO JUO W0IJ sponpoxd
d[qeydafur 9119)s punodurod 03 pasn sI I0jejost JLLIeq € JI A[dde jou few syuswRImbay] 910N

$96°1d 96 1d pa1mbai o1e s[eLIIRW SUIPPIYS-MO] JO DB SIAO[3 9ATION0IJ
96 Td 961 PAI9A0D 2q I0 BaIe [BONIID 9Y) Jo 1n0 1day 9q Isnu Irey [BIoB] PUR Peol
OAO[3 9[LI9IS B YJIM PIISAOD PUB PAUBI[D A[43NOIOY)
$OCTA 9STA | 2q Isnux Arpamaf ogy “POAOTIAT 2q Joumed A1jamal Jf “parowal aq st Aramal 1sum pue 108ury ‘puey]
S (RS (] ©OTR PIIRUIISIP 9} SPISINO PIAOWIAI PUB PAUUOP 2 IS ¢Ies W00l Ued[)
"SOUUT) [B 8 BaIR PIJRuSISop U} OpISul UIom
POCT “OCI(I | 9q 1SN SISA0D J0US PUB “JSBUI 90B] ‘IOA0D P ‘[[BISA0D SUIPPIYS-MO[ B JO SISISUOD (IS W00 UL
yegTId UWIOM QI8 SOAO[3 pue sumogd ‘sjuagde o1x0301A0 Jurredard uaypy
HILLLY V'ISLT 40D
‘ (pas142y) ISLT u0y22S ‘9] 1L
AVANVILS dVHD NOLLITIDSHA INHINSSASSV-ATHS SNOLLVIODHI 40 HAOD VINJOAT'TVO

INHNSSHSSV-4THS ONIANNOJINOD HTTIHLS

L'LT1¥ ‘LTT¥ SNOLLOAS Pue (QHSIAHY) 1SLT NOLLOAS ‘9T ATIIL
SNOILVTVNOHY 40 HAOD VINJOAT'TVD O.L NOLLIAH S007/#007 SAIVANV.LS ADVINIVHI dVHD 40 A TVMASSOUD

"ONI “EM@OME NOLLVIIAHIDDV HLTVHH ALINNWINOD




900¢/¢ dVHD

R iiel
‘S-TPTIIA ‘01aT'IId ‘SPTISTA

‘syonpoid oyr193s aredaid 03 pamoyre
8uroq 91079q ssao01d wonepreA © 919[dUI00 AJ[NJSSQ0INS ISNUW SJUSIPALIUT I[LI2}S-UOU
arour 10 auo uroI] syonpoid s[fqeiosfur oft1els Jo uoneredord oy) U POAJOAUT [ENPIAIPUI OB e

UOTJBPIBA SS9001J

1126Td

“syonpoid 3nip o[qeroafur pepunoduros 103 9rep uonendxs wAsoyd Y] JO UONRINSNL TINTIA, e

1'98TId ‘STO6TA

[[e991 SNIP B JO JUIAD oY) UT uaye) sdojs e

ZPSTIA Oy TId

-oInjeradurg) 10381931191 JO UOIBIUAUWINIOP
arpottad pue Koeurreyd oy ur syonpoid Terojuored popunodurod Jo 95e10)S 9UJ, e

¢ Ay Id ‘TOLTd ‘AL TId

-aantsod
saaoxd uonjeurweluod 0] SUTIS9) 1Y) JUQAQ ) UT uoye) sdois 29 UONBUTIIRIUOD [RIGOIOTIT
107 siseq Surjdures orporrad ® ©o poIse) ueaq sey Jonpoid pus Y] JeY) UOTBIUSUINOOD USNIA e

S-1'ay’'Id ‘S-TII'TIA ‘T'PSTA ‘L8 TA

-eore uoneredaid uoneoipout [erojuared oy} Jo uoneznues 2 SUUBI) e

:opnjout [[eys weidoid aoueInsse Ajfenb oy,

Cqy'IId OLTd 81°2¢°1d

"suoryeorjoads parmbar sjeour Jonpoxd oy Jey) AInsse 0} I3Ieyd
-ur-jstoetnreyd oY) Aq peuruIalep se siseq Surjdures orpouad v uo paururexs o4 [[eys jonpoid pus Ay,

JSTIA 98T ‘01-T'B8TId ‘LA ¢ TId

"sonioe] 2 quawdimba ‘oouruioprad
euuosiad sioyruowr jey) weidoxd soueinsse Ajenb Suto3-uo pajuownoop e aaey [[eys Aoeurreyd yoeq

NOILLVAI'TVA SSAD0dd ANV AIONVINSSV ALI'TVAO L TSLT 4D

ey A “To8Id

“uonorpsun( gifeay [B00] YITM 90URULIOJUOD UT 2q [[BYS pue S[[Ids Jo dnueo[d opn[oul [[eys SaINpadold

OTB8A “v9S°Td ‘SRLTID ¥ ILTID

“ONpISaI OTX0]01A0 SUTUTEIUNOD S[BLI9IE IS0 J0/pUE S[BLIaJel SNONJAJuI JO [esodsIp
o1 10J samnpaooid pue sororfod uantim aaey [feys s1onpoid oqejoafur oirals Surpunodurod saoeuLIRYJ

TVITHLVIA LSV J0 TVSOdSId 9 ISLT 40D

P-TITIID ‘6°8 81D

"s1eok 9011} 10J Aoetureyd o) UI pauTRISI puR PJuUaINIOp 9q ISNUI SJUSUISSASSE JJBIS JO SINSY

PTTIA ‘T2TTHd

‘SqIuOW 7 A10A9 PIssasseal o ISNUI Spoou Jururel} SUIumnuod pue Aouarorjoid s uosiod goeq

S-1'PT'IIA

‘so1npaooid pue sarorjod vore ondase 01 90UIIYPE SUTAJOAUT SYIAYD
soururiojred aunnoi orporrad Jo [000101d USPIIM B pUR 3UTISI) ULIM SPN[OUL IS SUOTEN[BAT

ST TIA ‘01°9 1 A 8T

‘soonoeld vore ondose pue onbruyoo) ondase
ur Sururen syoys eonoeid ojo[duros A[[nyssesons SN Bore PI[[ONUOD 2y} 0 paugisse uosiad yoey

JAVANV.LS dVHD

(pas149y) 1SLT u0nIas ‘9f LI

NOLLIRIDSHA INHINSSHSSV-ATHS SNOLLVINDHA 40 HAOD VINJHOAI'TVO

INHIWSSHSSV-A4THS ONIANNOdNOD ' THHLS

‘ L'LTT¥ ‘LTT¥ SNOLLDAS Pue (QISIAHY) 1SLT NOLLDES ‘91 H1IIL
SNOLLVIVNOTY J0 HA0D VINIOAITYD OL NOLLIAH S00Z/#007 SAIVANV.LS ADVINIVHI dVHD 40 A TVMSSOED

"ONI AV ID0¥d NOLLV.LIAFIODV HLTVHH ALINNININOD




9007/t dVHD

31 10d ‘PTIA

‘Koeurreyd oY) 01 9[qe[TeAR A[eJRIPIUIWI 10 UT PAjedo] syonpoid sjqeroafur
aquays Jo Surpunoduros oty SurpreSer sTerrsjeur oduarejar ajetidordde pue Jualng 9q ISNUI 219y,

STVIIALVIN HONHIHAHA *6'ISLT dDD

PEEOTIA VIO ‘S1°q-28'31 IO

“pAIUSUINOOP 2 }SNW $S3001d UOTIEPI[EAI PUR UOLJEPI[RA SU], e

S-TPTTIIA

‘POAIISqO QIR
sonbruyos) ondase redoiduir 1oasuaym J0 9 nseI o[qeidodoeun ue spaIk wersold soueinsse
Kienb o) I0A0USYM ‘STJUOWI 7T AIOAD JOSBI] 8 PIJEPI[BARI 9 ISN A0Uajodwod [ouuosg e

CZOLTA B9D 99D POTID

“poreadal ss9001d UOTIEPI[EA 9} PUE ‘UaYE) UOTIOR SAT}OSII00
‘paren(eAs oq 1snut $s900xd uoneredard O[1I9)S QY UY) ‘PII2IAP ST YIMOIS [RIOIOTW JT

SISTIA ‘7oL A

“pajeqnout oq isnwx sojdures wWnIpaw paR[duwo) e

S-TISTIA 1T IO

"PaA[OAUL oI S[eLdjew pue Juotudinba ‘sanpasoid ‘jouuosiod sures 9], e

199 A $I8TA

“jonpoid
[UL] 941 JO AJ[LIS)S O] 189) O} Pasn ST WNIpaur yimoid reordojorqororu detidordde ue yeyy
1dooxs ‘uononpoxd [BULIOU SB IOUUBWI JUIES 2} UI JNO0 PILLIED 9q [[eys ssad01d uoneprjea ayy, e

@AVANV.LS dVHD

(pasiaay) 1.1 uoyaas ‘91 ]
NOLLITIDSHA INAASSASSV-ATAS SNOLLVINDHA A0 HAOD VINHOAI'TIVD

INANSSASSV-TAS ONIANNOJINOD HIALS

L'LTTY ‘LTTY SNOLLDHS pue (QASIATY 1SLT NOLLOHS 9T HLLIL
SNOLLVIVADTY 10 40D VINMOATTVD OL NOLLIAA $00Z/¥007 STIVANV.LS ADVINIVHA dVHD 40 ATVMASSOED
ONI NV ID0Ud NOLLV LIAHIDDV HLTVHH ALINNWINOD




ATTACHMENT F



MAR. 82006 T1:o/AM Lol = - WU 103 food

ARS-SINAI MEDICAL CENTER.

March 8, 2006

Patricia F. Haris

Executive Director

California State Board of Phannacy
1625 North Matket Blvd, Suite N219
Sacramento, CA 95834

Dear Ms, Harris,

We would like to request the opportunity to diseuss an extension of the waiver for the study by the
UCSF Schoo!l of Pharmacy and Cedars-Sinai Medical Center entitled, “Evaluation of the Impast of
Pharmacists in the Prevention of Medication Errors Associated with Prescribing and Administration
in the Hospital Setting,” at the March 22, 2006 Licensing Committee Meeting, The two-year study
was approved by the State Board of Pharmacy on April 21, 2004 . After the Board of Pharmacy’s
approval, the study was subsequently reviewed and approved by the Institutional Review Board at
Cedars-Sinai Medical Center and the Committee on Human Research at UCSF. Therefore, in order
to complete the data collection, analysis and review of the results, we would like to request an
extension unti] December 31, 2006, Please free to contact me should you have any questions.
Thank you for your consideration.

Sincerely,

G/

Peter . Ambrose, Pharm.D., FASHP
Professor of Clinical Pharmacy
UCSF School of Pharmacy

C-152, Box 0622

San Francisco, CA 54143-0622
Long Beach Qffice: 562-933-0289

ita Shane, Pharm.D., FASHP
Director, Pharmagy Services
Cedarg-Sinai Medical Center
Assgigtant Dean, Clinical Pharmacy
UCSF School of Phenmacy
Log Angeles, CA
3104423-5611
shane@eshs.org

cc: Frank Saya, Pharm D,



LA/OC Area Clerkship Program
Department of
Pharmacy Services

Long Beach Memorial
Medical Center

2801 Atlantic Avenue

PO. Box 1428

Long Beach, CA 90801-1428
tel: 562/933-0289

fax: 562/933-2348

University of California
San Francisco

April 5, 2006

Patricia F. Harris

Executive Director

California State Board of Pharmacy
1625 North Market Blvd, Suite N219
Sacramento, CA 95834

Re: Technician Study —Second Interim Report
Dear Ms. Harris:

As per the waiver approved by the Board of Pharmacy, I am submitting the second interim report of
the study conducted at Cedars-Sinai Medical Center: Evaluation of the Impact of Pharmacists in
the Prevention of Medication Errors Associated with Prescribing and Administration of
Medications in the Hospital Setting. The attached document summarizes the results for the first 80
weeks of the two-year study, which I plan to present at the Board meeting on April 26 in Sacramento.
Dr. Rita Shane will also be available at the upcoming meeting to answer any questions.

The results to date continue to demonstrate the positive impact on patient care and medication safety
that can be achieved by creating time for pharmacists to interact with the nursing and medical staff
rather than using pharmacists to perform the non-discretionary task of checking technician-filled unit-
dose medication carts. We have already demonstrated and published in a peer-reviewed pharmacy
journal how specially-trained technicians can very accurately stock and check unit-dose medication
carts while still incorporating a quality assurance system. It is the use of pharmacy technicians in this
capacity that creates the time for pharmacists to utilize their clinical skills to assist physicians and
nurses to reduce medication errors at the prescribing and administration steps.

The study is continuing and the results will be presented to the Board upon completion. Should you
need additional information about the progress of the experimental program, do not hesitate to contact
me at (562) 933-0289.

Respectfully submitted,

ot fopl—

Peter J. Ambrose, Pharm.D.

Professor of Clinical Pharmacy

Vice Chair, Department of Clinical Pharmacy
School of Pharmacy

University of California, San Francisco

Enclosure

¢: Frank Saya, Pharm.D.
Rita Shane, Pharm.D.



Evaluation of the Impact of Pharmacists in the
Prevention of Medication Errors Associated
with Prescribing and Administration of

Medications in the Hospital Setting

Summary of Results
June 215t 2004 — January 15t 2006

A Collaborative Study Between
UNIVERSITY OF CALIFORNIA, SAN FRANCISCO
SCHOOL OF PHARMACY
and the
Pharmacy Services Department of
CEDARS-SINAI MEDICAL CENTER




Background

* Study to determine the impact of pharmacists on
prevention of medication errors during the equivalent
time spent on checking medication cassettes

« 2 year study (waiver) allows technicians to check
technicians filled medication cassettes

« The number and types of medication errors prevented
at the prescribing step (order written by the physician)
and at the administration step (medication administered
by the nurse) of the medication use process will be
reported



Study Objectives

Determine top 10 drugs involved in potential prescribing and
administration errors

Determine type and frequency of medication errors
intercepted at the prescribing and administration steps

Compare intercepted errors with USP MedMARX data on
errors

Evaluate factors contributing to prescribing and medication
administration errors

Evaluate potential harm that could have resulted if error was
not intercepted



Medication Related Encounters
June 21st 2004 - January 15t 2006 (80 weeks)
Total Medication Related Encounters: 53,247 (665/week)

« Potential Errors Intercepted (prevented): 1855

Medication Prescribing :
Medication Administration:

« Other Medication Related Encounters :
Pharmacist dosing per MD request:
STAT orders:

Rounds:

Code Blue:

Drug Information:
Non-Formulary Requests
Order Clarifications

1241 (67%)
614 (33%)

51,392
47,671
752
169

56
2424
233

87



Medication Prescribing

Potential Errors Intercepted
June 21st 2004 - January 15 2006 (80 weeks)

« Potential prescribing errors prevented by the pharmacist: 1241

« Orders requiring clarification: 594 (type of error not specified)

« Types of medication errors intercepted which prevented™:

Wrong Dose 439  Wrong Frequency/Rate
Allergy Contraindication 198 % Wrong Route
Duplication in therapy 10.2 % Drug Interaction
Necessary medications not ordered 10 %  Wrong Drug
Medication Contraindicated 45°9%  Wrong Patient

* In those situations where error type was specified

4.2 %
3.2%
3.2 %
1.5 %
0.4 %



Examples of Medication Prescribing
Errors Prevented (5/23/05 — 1/1/06)

Problem Identified

Pharmacist Recommendation Qutcome Avoided
Cyclosporine 2mg/kg/hr Pharmacist recommended Avoidc-gd adverse drug
ordered 2mg/kg/day reaction (ADR) from
overdose
Oxycontin 80mg Q 4 hr Pharmacist recommended Avoided ADR due to
PRN ordered for patients change to oxycodone excessive accumulation and
pain control

immediate release

sub-optimal treatment

Physician ordered
Tacrolimus 5mg/day for
transplant rejection

Pharmacist recommended
0.5mg/day

Avoided potential renal
and cardiac toxicity

Metformin ordered in
patient with SCr >2.0

Pharmacist recommended
holding Metformin

Avoided possible ADR
including lactic acidosis

Lovenox ordered for a
patient with a SCr <
30ml/min

Pharmacist recommended
discontinuation of Lovenox;
patient on Coumadin and
INR within goal range 2-3

Avoided increased risk of
bleeding



Examples of Medication Prescribing
Errors Prevented (6/21/04 — 5/22/05)

Problem Identified Pharmacist Recommendation

Qutcome Avoided

Ganciclovir: 5mg/kg iv q12h
pt s/p kidney transplant &
renal insufficiency

Pharmacist recommended
2.5mg/kg/day for CMV
induction

Avoided adverse drug
reaction (ADR) from
overdose

Oxaliplatin
(chemotherapy) dosage
in patient with renal
insufficiency

Pharmacist recommended
dosage adjustment

Avoided ADR due to
excessive dose of
chemotherapy

Celebrex ordered in
patient with sulfa allergy

Pharmacist recommended
alternative

Avoided morbidity associated

with an allergic reaction

Ceftazidime ordered as
1 gm g8h for meningitis
in young patient

Pharmacist recommended
2 gm q8h to achieve
adequate effect

Avoided si:b-optimal
treatment, possible
mortality/morbidity

Lovenox 40 mg daily
ordered in patient with
chronic renal failure

Pharmacist recommended
change to Heparin

Avoided increased risk of
bleeding in patient already
receiving blood transfusions



Medication Administration

Potential Errors Intercepted
June 21st 2004 - January 15t 2006 (80 weeks)

Potential medication administration errors prevented by a
pharmacist: 614 encounters

Types of medication errors intercepted which prevented:

Omission of Dose 42.3 % Wrong Drug 51 9%
Transcription Error 16.7 % Drug to be given to

Wrong Patient 8.2 % patient was not ordered 4.4 %
Extra Dose 7.5% Wrong Route 2.3 %
Wrong Dose 7.2 % Drug Contraindicated 0.2%

Wrong Rate 6.0 % Drug-interaction 0.2%



Examples of Medication Administration
Errors Prevented (5/23/05 — 1/1/06)

Problem Identified Pharmacist Recommendation

Qutcome Avoided

Heparin drip ordered to
start at 5AM

Pharmacist identified that
heparin was not started

Avoided delay of therapy
and worsening of condition

Pt was about to
receive Vancomycin
750mg g12 hr; order

was for 1gm g24h

Pharmacist notified nurse that

dose was 1gm and to be
given every 24 hr

Avoided potential renal
(kidney) toxicity

Dilaudid PCA concentration
transcribed incorrectly
10mg/ml instead of 1mg/mi

Pharmacist notified nurse

Avoided sub-optimal
treatment

Chemotherapy dose not
administered by nurse

Pharmacist notified nurse
about missed chemo dose

Avoided omission of
chemotherapy and
worsening of condition

Nurse requested
Depakote 5gm to give to
patient

Pharmacist notified nurse
about incorrect dose; order
was for 500mg

Avoided potential ADR
including cardiac toxicity



Examples of Medication Administration
Errors Prevented (6/21/04 — 5/22/05)

Problem Identified Pharmacist Recommendation Qutcome Avoided

Pt. scheduled for
chemotherapy in AM.

Pharmacist identified that
chemo was not given

Avoided omission of
chemotherapy

Pt was about to
receive Tobramycin at
a 12 hrinterval; order

was for g24h

Pharmacist notified nurse that
dose was to be given every

24 hr

Avoided potential renal
(kidney) toxicity

PCA pump was
programmed
incorrectly

Pharmacist notified nurse

Avoided potential adverse

events associated with
excessive narcotic dose

Pt receiving Potassium
Chloride 60meq infusion;
order was for 20meq

Pharmacist notified nurse to

change infusion

Avoided potential
hyperkalemia and cardiac
arrest

Nurse transcribed
Kayexalate when
Kaopectate ordered

Pharmacist notified nurse
about transcription error

Avoided potential
hypokalemia and cardiac
toxicity

10



Results compared to USP MedMARX Data

Leading types of errors include:

usp Me;dolt\;ga}rx Data Research Study
Omission error 24 % 20.6 %
e
Unauthorized drug 10 % 2.1%
Extra dose 5% 3.7%
Wrong patient 5% 4.1 %
Wrong route 2% 2.8 %

1. http://www.magnetmail.net/actions/email_web_version.cfm?reci pient_id=9223078&message_id=63691&user_id=USP



TOP 10 Medications/Classes

June 21st 2004 - January 1% 2006 (80 weeks)

Top 10 medications/classes involved in potential prescribing and administration
errors

Medication Prescribing Medication Administration
+ Chemotherapy « Vancomycin

« Electrolytes » Heparin

+ Enoxaparin (Lovenox) e Chemotherapy
+ Vancomycin + Electrolytes

»  Warfarin « TPN

+ Levofloxacin + Erythropoietin
* Neupogen »  Warfarin

» Fluconazole e Fluconazole

* Zosyn + Insulin

* Cefepime « Levofloxacin

12



Preliminary Evaluation of Potential Patient
Outcomes

Pharmacist prevented medications errors associated

with potential harm: 682

No Harm
Temporary Harm
Permanent Harm

Increase in Length of Stay
Death

Type of harm unspecified: 834

339
590
28
60
4

13



Factors Contributing to Prescribing Errors

«  Incomplete patient information

«  Drug allergies overlooked

«  Wrong drug name, dosage form or abbreviation
« Incorrect dosage calculations

« Incorrect dosage frequency

«  Laboratory results not checked prior to ordering
medications

«  Concomitant therapy (e.g. supportive drugs for
chemotherapy) necessary to prevent adverse reactions
not ordered

14



Factors Contributing to
Administration Errors

Two patient identifiers not used

Illegible orders

Drug name confusion

Incorrect pump programming

Patients transferred and orders not transcribed accurately

Environmental factors- distractions, interruptions and
significant workload

Staffing issues- such as shift changes and floating staff

15



Summary of Study Results to Date

Results of the 80 week study demonstrates the impact of
pharmacists on prescribing and administration errors:

— 1855 errors intercepted by the pharmacist

— 51,072 medication related encounters including dosing of
medications per MD request, participation in codes, rounds
and drug information questions

— Preliminary evaluation of outcomes: 682 pharmacist
encounters prevented potential harm of which:

— 590 prevented temporary harm

— 28 prevented permanent harm

— 60 prevented an increase in length of stay
— 4 prevented death

16
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California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS

Phone (916) 574-7900
Fax (916) 574-8618
www.pharmacy.ca.gov

DATE:
TIME:

LOCATION:

BOARD MEMBERS

STAFF PRESENT:

Call to Order

ARNOLD SCHWARZENEGGER, GOVERNOR

LICENSING COMMITTEE
Meeting Summary

March 22,2006
9:30 am. — 12 noon

Hilton Oakland Airport
One Hegenberger Road
Oakland, CA 94621

Ruth Conroy, Pharm.D., Chair
Clarence Hiura, Pharm.D.

John Jones, RPh, JD

Richard Benson, Public Member

Patricia Harris, Executive Officer

Virginia Herold, Assistant Executive Officer
Robert Ratcliff, Supervising Inspector
Dennis Ming, Supervising Inspector

Committee Chair Ruth Conroy called the meeting to order at 9:30 a.m.

Request to Amend 16 CCR § 1728

Pharmacy students from USC and other pharmacy schools presented a proposal requesting that
the Board of Pharmacy amend its regulations to allow up to 400 hours that an intern can earn for
pharmacy-related experience (under the supervision of a pharmacist) outside a pharmacy. Under
current law, an intern must earn a minimum of 900 hours of pharmacy experience under the
supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum of
600 hours for other experience substantially related to the practice of pharmacy. California
pharmacy students earn the 600 hours for school required experiential training (clinical

clerkship).



Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy
and could earn a maximum of 1,000 hours of experience substantially related to the practice of
pharmacy under the supervision of a pharmacist.

It was noted that opportunities for pharmacists has expanded beyond the traditional areas of
community and hospital practice settings. Many students would like the opportunity to gain
experience in the pharmaceutical industry, managed care, regulatory affairs and association
management, but are unable to do so because they cannot earn intern hours. As part of the
pharmacy school curriculum, students complete various rotations in their first and fourth year in
both community and hospital pharmacy. In the fourth year, pharmacy experience is more
clinical. It was anticipated that a large percentage of pharmacy students would still earn the
majority of the intern hours in a pharmacy. This option would be for those students that show
proficiencies in the pharmacy settings and would like to expand their experience in other areas.

The National Oncology Alliance, Inc. (NOA) spoke in support of the proposal and gave a
presentation on opportunities that it has for interns outside a licensed pharmacy and under the
supervision of a pharmacist. The intern would assist the NOA clinical team to prepare clinical
summaries of articles in the medical literature, collect data about the status of drug approvals as
it applies to NOA treatment guidelines and assist with the development and yearly revision of
NOA treatment guidelines. NOA advocated that patient care activities meet the Accreditation
Council for Pharmacy Education (ACPE) criteria and content outline of the California Pharmacy
Jurisprudence Examination (CPJE).

The responsibility of the board is to protect the public. It is important that an intern pharmacist
is capable of performing the core competencies of pharmacy practice. An intern has the authority
to perform all the duties of a pharmacist under the supervision of a pharmacist. There was
concern that a minimum of 500 hours of intern experience in a pharmacy is not sufficient to
assure adequate public safety and the experience necessary to perform the duties of a pharmacist.
It was not clear how experience with a pharmaceutical manufacturer, in regulatory affairs or
association management would provide an intern with the skills critical to the practice of
pharmacy. The core functions of pharmacy include patient consultation and quality assurance,
key skill areas and knowledge that an intern can only gain in real life experience and daily
practice in a pharmacy.

The proposal will be placed on the agenda for the April board meeting without a
recommendation from the Licensing Committee.

Request from the Accreditation Commission for Health Care, Inc. (ACHC) and the
Community Health Accreditation Program (CHAP) to Continue as Board Approved
Accreditation Agencies for Pharmacies that Compound Injectable Sterile Drug Products

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a
license from the board. In order to obtain such a license the pharmacy must first be inspected by
the board and found in compliance with board standards for sterile compounding. The law
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of



Healthcare Organizations or other accrediting agencies approved by the board from the license
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with
board regulations regarding sterile injectable compounding, but do not have to obtain a separate
license.

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity
in April 2003. The board granted this approval for 3 years. At that time, ACHC accredited both
home infusion pharmacies and specialty pharmacies that deliver biotech drugs and other
specialty products. Recently ACHC has been reviewed by the Center for Medicare and Medicaid
Services (CMS) and granted Deeming Authority for Home Health Medicare.

In July 2003, the board approved Community Health Care Accreditation Program (CHAP) as an
accreditation agency. CHAPS is a national non-profit accreditation organization established in
1965 to accredit community-based health care organizations. Currently, one California is CHAP
accredited and two pharmacies have applied. There are 63 CHAP accredited pharmacies in 23
states and 16 pharmacies that have applied for accreditation.

Supervising Inspector Dennis Ming reported that the board has not found any compliance issues
with either ACHC or CHAP accredited pharmacies

In 2003, the Licensing Committee developed criteria for the evaluation of applications by
accrediting entities for board approval. It was decided that the evaluation of accrediting agencies
for board approval under Business and Professions Code section 4127.1 should be based on the
accrediting agency’s ability to evaluate the pharmacy’s conformance with California law and
good professional practice standards and the following factors.

1. Periodic inspection — The accrediting entity must subject the pharmacy to site inspection and
re-accreditation at least every three years.

2. Documented accreditation standards — The standards for granting accreditation and scoring
guidelines for those standards must reflect both applicable California law and sound
professional practice as established by nationally recognized professional or standard setting
organizations.

3. Evaluation of surveyor’s qualifications — The surveyors employed to perform site
inspections must have demonstrated qualifications to evaluate the professional practices
subject to accreditation.

4. Acceptance by major California payors — Recognition of the accrediting agency by major
California payors (e.g., HMOs, PPOs, PBGH, CalPERS).

5. Unannounced inspection of California accredited sites — The board must conduct

unannounced inspections of two or more accredited sites and find those sites in satisfactory

compliance with California law and good professional practice.

Board access to accreditor’s report on individual pharmacies.

Length of time the accrediting agency has been operating.

Ability to accredit out-of-state pharmacies. Non-resident pharmacies are eligible for

licensure under the sterile compounding statutes and accreditation should be equally

available to both resident and non-resident pharmacies.

% N o



The Licensing Committee recommended that the Board of Pharmacy approve ACHC and CHAP
for another 3 years as accreditation agencies pursuant to B & P § 4127.1(d) for pharmacies that
compound sterile injectable drug products.

Proposal to Add a Regulation to Recognize Approved Accreditation Agencies for
Pharmacies that Compound Sterile Injectable Drug Products

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a
license from the board. In order to obtain such a license the pharmacy must first be inspected by
the board and found in compliance with board standards for sterile compounding. The law
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of
Healthcare Organizations or other accrediting agencies approved by the board from the license
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with
board regulations regarding sterile injectable compounding, but do not have to obtain a separate
license.

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity
in April 2003. The board granted this approval for 3 years. In July 2003, the board also
approved Community Health Care Accreditation Program (CHAP) as an accreditation agency.

Since both agencies have requested that the Board of Pharmacy approve them again as
accreditation agencies, and if the approval is granted, it is being recommended that the board
pursue a regulation to recognize these agencies in regulation as the Joint Commission on the
Accreditation of Healthcare Organizations is recognized in statute.

In addition, it was suggested to include the evaluation factors as part of the regulation, require
that the accreditation agency use the board’s self-assessment form for sterile injectable
compounding pharmacies as part of the survey process, submit a copy of the survey report to the
board and the process by which a board may no longer recognize an accreditation agency. If the
board agrees with this recommendation, proposed language will be drafted.

The Licensing Committee recommended that the Board of Pharmacy pursue a regulation to
recognize ACHC and CHAP as accreditation agencies for sterile injectable compounding
pharmacies and specify the requirements and application process for accreditation agencies
seeking approval.

Request to Extend the Waiver for the Study of UCSF School of Pharmacy and Cedars-
Sinai Medical Center entitled “Evaluation of the Impact of Pharmacists in the Prevention
of Medication Errors Association with Prescribing and Administration in the Hospital
Setting”

Peter Ambrose, Professor of Clinical Pharmacy at UCSF and Rita Shane, Director of Pharmacy
Services for Cedars-Sinai Medical Center requested an extension of the waiver for the study by
UCSF School of Pharmacy and Cedars-Sinai Medical Center entitled, “Evaluation of the Impact
of Pharmacists in the Prevention of Medication Errors Associated with Prescribing and
Administration in the Hospital Setting.” In April 2004, the Board of Pharmacy granted a two-



year waiver for this study. After board approval, the study was subsequently reviewed and
approved by the Institutional Review Board at Cedars-Sinai Center and the Committee on
Human Research at UCSF. In order to complete the data collection, analysis and review the
results, an extension until December 31, 2006 was requested.

This study was a sequel to the successful experimental program that evaluated pharmacy
technicians checking another pharmacy technician in a unit-dose drug distribution system in a
hospital pharmacy.

The purpose of the sequel study is to evaluate the impact of pharmacists in prevention of
medication errors associated with prescribing and administering of medications as a result of
pharmacists being re-deployed from unit-dose medication cassette checking to more clinical and
professional functions. Such functions require special expertise of pharmacists in the
management of drug therapy, from which patients will benefit.

Preliminary data from the study was provided to the board at its July meeting. At its last
meeting, the board approved a regulation change to allow a specialized trained pharmacy
technician to check another pharmacy technician in a unit-dose drug distribution system in a
hospital pharmacy that has a clinical program. The proposed regulation change is scheduled for
the April board meeting. If the board approves the proposed regulation, it will take
approximately 6-9 months before the regulation would become effective.

The Licensing Committee recommended that the Board of Pharmacy extend the waiver until
December 31, 2006.

NABP Announcement Regarding the Evaluation Process for Foreign Pharmacy Graduates

The National Association of Boards of Pharmacy (NABP) announced its partnership with the
Educational Credential Evaluators, Inc. (ECE) for the educational credential evaluation of
applicants to the Foreign Pharmacy Graduate Examination Committee (FPGEC) Certification
Program. This partnership will change the method by which foreign pharmacy graduates will be
evaluated.

ECE will be responsible for verifying the educational background of the applicant and NABP
will verify the applicant’s professional licensing and registration information. The foreign
graduate will submit all documents directly to ECE for evaluation.

This new partnership is intended to address the increase of workload that this program has
experienced over the last few years and improve the processing time for these applicants.

California requires all foreign graduates to be FPGEC certified before they can apply to be
licensed as an intern or pharmacist.

Changes to the Pharmacy School Accreditation Procedures by the Accreditation Council
for Pharmacy Education (ACPE)



ACPE recently announced changes to its accreditation procedures. After June 30, 2006, ACPE
will require that any new doctor of pharmacy program seeking preaccreditation status must
progress through both stages of preaccreditation, which is precandidate and candidate phases,
before consideration of full accreditation. Prior to this policy change, it was not essential that a
program be granted precandidate status before students were admitted.

After June 23, 2006, a new program must achieve precandidate status before admitting students.
Should a new program admit students without achieving precandidate status, this will preclude
ACPE from considering the program’s application for candidate preaccreditation status, and full
accreditation cannot be considered until graduation of the first class. Students graduating from a
program without candidate status will thus have graduated from a program with no accreditation
status and will likely not be eligible for licensure.

This change in policy is consistent with the board’s recent regulation change that states that the
board will recognize a school of pharmacy that is accredited or granted candidate status by
ACPE or schools recognized by the board. The board has recently “recognized” new schools of
pharmacy that have been granted precandidate status so that the students can be registered as
interns.

Report on ACPE Site Visits

It was reported that board members have been actively participating on the ACPE evaluation
teams for the California schools of pharmacy. President Goldenberg participated in the recent
evaluation of Western University of Health Sciences College of Pharmacy. Former board
member Darlene Fujimoto was on the team that evaluated UC San Diego Skaggs School of
Pharmacy. The evaluation conflicted with the board’s February meeting so Dr. Fujimoto
graciously agreed to be the board’s representative. Board member Ruth Conroy will be on the
site team for Loma Linda University School of Pharmacy scheduled for April 18" —20™ ACPE
is scheduled to evaluate the Touro University California College of Pharmacy for candidate
status on April 25-27, 2006, which conflicts with the board’s April meeting. If the ACPE visit
cannot be rescheduled then a former board member will serve as a representative on the site
team.

Competency Committee Report

Virginia Herold reported that at the October 2005 board meeting, the board approved the use
of the new content outline for the California Pharmacist Jurisprudence Examination (CPJE)
given on or after April 1, 2006. The board posted the new content outline on the board’s
Web site and was included in the board’s January 2006 newsletter.

The California Pharmacy Jurisprudence Examination (CPJE) handbook is in the process of
being updated and will include the new content outline. There is also a sample CPJE exam
that is posted on the board’s Web site.



The Office of Examination Resources (OER) within the Department of Consumer Affairs is
renewing its contract with a vendor to provide computer based testing. OER conducted the
bidders’ sessions on March 3 & 6, 2006. Final bids are due to OER on April 4, 2006. The
cost opening is scheduled for April 13, 2006, with a Notice of Intent to Award the Contract
on April 21, 2006. The anticipated contract award date is May 8, 2006. The duration of the
contract is 3 years with 2 one-year optional extensions.

The next CPJE statistical report will cover performance data for 10/1/05-3/31/06. This report
should be available at the April board meeting.

Adjournment

Chair Ruth Conroy adjourned the meeting at 12 noon.
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California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618

www.pharmacy.ca.gov

To: Board Members Date: April 17, 2006

From: Board of Pharmacy

Subject: Competency Committee Report

New Content Outline for CPJE and

At the October 2005 board meeting, the board approved the use of the new
content outline for the California Pharmacist Jurisprudence Examination
(CPJE) given on or after April 1, 2006. The board began using the new
content outline effective April 1, 2006.

Revised CPJE Handbook

The revised CPJE Handbook was posted on the Web site on April 14, 2006.
The revised handbook has a sample CPJE examination for study use. The
sample CPJE was also posted on the Web site separately as well.

Exam Result Delay

Periodically, the Board of Pharmacy performs quality assurance assessments to
ensure the appropriateness of the California Pharmacist Jurisprudence
Examination (CPJE). The board initiated such a study on April 1, 2006. To
assure the thoroughness of this assessment, approximately 400 individuals will
be needed for participation. Once enough candidates have taken the CPJE,
release of examination scores should resume on a weekly basis, usually within
14 days after a candidate takes the examination. Based on the number of
candidates who took the CPJE last year during this same period, the board
expects to begin releasing scores by the end of June 2006. The board regrets
the delay, and will release the scores as soon as it can after it completes the
quality assurance assessment.

Test Administration Contract

The Office of Examination Resources within the Department of Consumer
Affairs is renewing its contract with a vendor to provide computer based



testing. The board uses this contract’'s vendor to administer the CPJE. The
current contract expires December 1, 2006.

The request for proposal’'s advertisement publication date was December 2,
2005. The Department released a 9th addendum for the RPF. The
addendum resulted in an altered timeline. Final proposals were due to the
Department on April 11, 2006, and the cost opening scheduled for April 20,
2006. The contract award date is scheduled for May 15, 2006, with a
contract implementation date of November 16, 2006. The duration of the
contract is 3 years with 2 one-year optional extensions.

CPJE Statistics

Attached is the CPJE statistical report for October 1, 2005, through March 31,
2006. The overall pass rate for the CPJE is 80.3%.



Board Data for All CPJE Candidates taking examination 10/1/2005 — 3/31/2006

Overall Pass Rates
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U of RI

Med U of SC

U of SC
TXSOU

U of Hous

Uof TX

Uof UT

Med C of VA

U of WA

WA State U

U of WI-Mad

U of WY
Campbell U
Nova Southeastern
Wilkes University
Texas Tech
Bernard J Dunn
Midwestern AZ

Nevada College of
Pharmacy

MA School of Pharmacy -
Worcester

Hampton Universtiy (VA)
unclassified
Other/FG

1M 00 0O N AN D ONNNO O ON OO O

Total

121

Graduating school location by country

CPJE Only

JPE pass fail status

Total

F

P

Argentenia
Bangledesh
Bulgaria

Brazil

Canada
Switzerland
China

E&W Germany
Egypt

OO O =0 O O O =

-
N

-
N




France

United Kingdom
Indonesia
Ireland

Israel/West
Bank/Gaza Strip

India

Iran

Italy

Jordan
Korea (N&S)
S. Korea
Lebanon
Nigeria/New Guinea
Panama
Philippines
Paracel Is
Pakistan
Poland
Sweden
USSR

Syria
Turkey
Taiwan
USA
Vietnam
South Africa

_
. o

[0
N OO

PTG e W Jpon.

LA ON A O A 4Any s Ao oNO Ao

w
=

(3]
<

359

13

N o N o

e

NN e R A O

- e N

N.

4

o
Fvowoaoowh s

G-N W W= NN =

439

15

Total

121

494

615




ATTACHMENT J



Licensing Committee
2005-2006
Third Quarter Report
July 1, 2005 — March 31, 2006

Goal 2: Ensure the professional qualifications of licensees.
Outcome: Qualified licensees.
Objective 2.1: Issue licenses within three working days of a completed application by
June 30, 2006.
Measures: Percentage of licenses issued within 3 working days.

A new tracking system has been implemented.

Tasks: 1. Review 100 percent of all applications within 7 working days of receipt.

Note: Foreign graduate applications are not being processed (with a few
exceptions) because of the changes outlined in SB 1913. Upon
completion of the procedures and revision of the necessary forms, the
board will resume this workload.

Apps. Received: Average Days to Process:

Ql Q2 Q3 Q4 Q1 Q2 Q3 Q4
Pharmacist (exam applications) | 349 237%* 114%* 12.5 5.9 8.3
Pharmacist (initial licensing) | 620 290* 110** 4.1 34 3.1
Pharmacy Intern 501 361* 125%* 8 10 30
Pharmacy Technicians 1536 1487* | 940** 8 10 14

 Pharmacies 108 65 70 11 15 15

Non-Resident Pharmacy | 14 12 10 9 18 30
Wholesaler 23 15 12 16 15 30
Veterinary Drug Retailer | 0 0 0 0 0 0
Designated Representative 138 174 180 6 5 5
Out-of-State Distributor 19 36 23 19 15 30
Clinics 11 14 16 13 14 10
Hypo Needle & Syringe 1 2 6 1 5 10
Sterile Compounding 25 4 11 2 5 2

*Denotes information updated to include December 2005 information.
**Denotes January and February 2006 information available at time of report development.




2. Process 100 percent of all deficiency documents within

3 working days of receipt.

Average days to process deficiency:

Ql Q2 |Q3 Q4
Pharmacist (exam applications) 1-3 3 14
Pharmacist (initial licensing) 1-3 1 2
Pharmacy Intern 7 7 30
Pharmacy Technicians 10 7 10
Pharmacies 4 10 5
Non-Resident Pharmacy 9 10 6
Wholesaler 4 5 6
Veterinary Drug Retailer 0 0 0
Designated Representative 1 1 1
Out-of-State Distributor 4 5 6
Clinics 2 12 3
Hypo Needle & Syringe 1 1 1

3. Make a licensing decision within 3 working days after all

deficiencies are corrected.

Average days to issue license:

Ql

[\

w

Q4

Pharmacist (exam applications) 3-5

Pharmacist (initial licensing) 3.5

W

Pharmacy Intern

Pharmacy Technicians

Pharmacies

Non-Resident Pharmacy

Wholesaler

Veterinary Drug Retailer

Designated Representative

Qut-of-State Distributor

Clinics

NN ||| WL

Hypo Needle & Syringe
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4. Issue professional and occupational licenses to those individuals and
firms that meet minimum requirements.

Q1 Q2 Q3 Q4
Pharmacist 641 313* 102%*
Pharmacy Intern 454 | 560* 112%*
Pharmacy Technician 1498 | 1285* | 1172%*
Pharmacies 124 | 68 101
Non-Resident Pharmacy 19 9 8
Wholesaler 15 10 29
Veterinary Drug Retailer 0 0 0
Designated Representative | 122 121 253
Out-of-State Distributor 28 10 32
Clinics 30 9 21
Hypo Needle & Syringe 3 3 4
Sterile Compounding 22 13 14
*Denotes information updated to include December 2005
information.

**Denotes January and February 2006 information available at
time of report development.

5. Withdrawn licenses to applicants not meeting board requirements.

Q1 Q2 Q3 Q4
Pharmacy Technician 0 0 6
Pharmacies 0 0 10
Non-Resident Pharmacy 6 1 0
Clinics 0 1 0
Sterile Compounding 0 0 0
Designated Representative | 23 17 62
Hypo Needle & Syringe 1 0 2
Out-of-State Distributor 6 5 2
Wholesaler 5 2 0
Objective 2.2: Implement at least 50 changes to improve licensing decisions by June 30,
2006.
Measure: Number of implemented changes.
Tasks: 1. Review Pharmacist Intern Program.
9/04 Governor signed SB 1913 that contained new intern provisions to become
effective 1/05.
9/04 Licensing Committee recommended changes to 1728 to implement SB 1913.




9/04

9/04

12/04

10/05

1/06

3/06

1/04

1/04

9/04

9/04

10/04

3/05

1/06

3/04

9/05

10/05

Licensing Committee recommended a change to 1719 to register interns
who are enrolled in a school of pharmacy that has been granted “candidate
status” by ACPE.

Licensing Committee recommended omnibus change to 1726 consistent
with SB 1913.

Revised application and instructions to reflect changes from SB 1913
effective 1/1/05.

Revisions to 1719, 1720, 1726, 1727, and 1728 became effective.
Regulation changes were necessary to implement SB 1915.

Received a request from USC to increase the number of hours an intern can
earn for pharmacy related experience outside a pharmacy.

Licensing Committee considered a proposal to increase the number of

hours that an intern can earn outside a pharmacy to 400 hours. The
committee forwarded the proposal to the board without a recommendation.

Implement changes to the Pharmacy Technician Program.

a. Use PTCB as a qualifying method for registration. — Completed.

b. Change education qualifications from A.A. degree in health science
to A.A. degree in Pharmacy Technology. — Completed.

¢. Eliminate clerk-typist from pharmacist supervisory ratio.
Completed — regulation approved by OAL, change effective
10/3/04.

Enforcement Committee recommended technical changes to the regulatory
requirements for pharmacy technicians.

Board approved the recommendation and will sponsor legislation in 2005.
SB 1111 (B&P Committee) was introduced.

Pharmacy technician provisions became effective.

Administer a pharmacist licensure exam more than twice a year.
Completed — CA applications began taking the NAPLEX and CPJE.

849 California applicants have taken the NAPLEX and 799 have taken the
CPJE since July 1, 2005.

Released CPJE statistics for 4/1/05 — 9/30/05.




1/06

4/06

4/06

10/05

10/05

12/05

1/06

2/06

2/06

3/06

4/06

4/06

1,114 California applicants have taken the NAPLEX and 1,176 have taken
the CPJE since July 1, 2005.

Released CPJE statistics for 10/1/05 — 3/31/06 at the April board meeting.

1,306 California applicants have taken the NAPLEX and 1,420 have taken
the CPJE since July 1, 2005.

Assist applicants in preparing to take the California pharmacist
licensure examination by developing (or fostering the development of)
educational programs and information on how to prepare for the
pharmacist exam and by requesting that outside agencies (schools of
pharmacy and private educational organizations) develop exam
workshops that prepare applicants for the California Pharmacist
Exam.

Contacted by instructors for potential new exam review course.

The board approved the use of the new content outline for the California
Pharmacist Jurisprudence Examination (CPJE) given on or after April 1,
2006.

The board posted the updated Content Outline on the Web site.

Candidates notified through an updated letter sent when they become
eligible to take the CPJE informing of them of the change in content outline
and effective date of the change. The board has also notified by letter the
candidates that were made eligible prior to January 2006, but have not yet
taken their CPJE examination.

Supervising Inspector Dennis Ming and Exam Analyst Debbie Anderson
provided law and examination information to 80 Western Pharmacy School
students.

Supervising Inspector Robert Ratcliff provided information about pharmacy
law to 125 students at USCF.

Board Member Ruth Conroy spoke to 50 Touro University pharmacy
students on board legislative issues as preparation for their Legislative
Day.

Supervising Inspector Dennis Ming presented law review information to
UCSF’s 4" year students.

The revised CPJE Handbook was posted on the board’s Web site. The
revised handbook includes a sample CPJE test. The sample CPJE test was
also posted on the Web site separately. An email was sent to the board’s
subscriber list notifying subscribers of the update.




5/06

8/04

9/04

9/04

10/04
11/04
12/04
1/05
2/05
4/05

8/05

9/05

10/05
10/05
12/05
1/06
3/06

4/06

Exam Analyst Debbie Anderson will provide information about examination
application to Loma Linda University.

Develop statutory language to give the Board of Pharmacy the
authority to grant waivers for innovative, technological and other
practices to enhance the practice of pharmacy and patient care that
would have oversight by an independent reviewing body during the
study.

Continuously review and develop written exams to ensure they fairly
and effectively test the knowledge, skills and abilities of importance to
the practice of pharmacy in California.

Competency Committee met for two days and developed questions as well
as the job analysis.

Competency Committee met for two days and developed questions.

Reported that board will recruit for new competency committee members in
its next newsletter (scheduled for November).

Competency Committee met for two days and developed questions.
Job analysis will be released.

Job analysis released to 3,000 pharmacists.

Competency Committee met for two days and developed questions.
Competency Committee met for two days and developed questions.
Competency Committee met for two days and developed questions.

Competency Committee met for two days and developed questions as well
as developed the updated Content Outline as a result of the job analysis.

Competency Committee met for two days and developed questions and
reviewed the final draft of the Content Outline developed at the August
Retreat. Committee forwarded Content Outline to the board for approval.
Competency Committee met for two days and developed questions.

Board approved new Content Outline for use beginning April 1, 2006.
New Content Outline placed on the Web site.

Competency Committee met for two days and developed questions.

Competency Committee met for two days and developed questions.

Competency Committee met for two days and developed questions.




6/04

9/04

9/04

1/05

6/05

9/05

1/06

3/06

3/06

4/06

9/05

1/06

4/06

8/04

11/04

8/05

7. Implement the sterile compounding pharmacy licensing requirements
by July 1, 2003.

Completed

OAL approved the sterile compounding regulations and will become
effective 10/29/04. The clean room requirements will take effect 7/1/035.

Reported that 13 sterile compounding licensed have been issued since July ‘
1, 2004.

Reported that 29 sterile compounding licenses have been issued since July
1, 2004.

Reported that 56 sterile compounding licenses have been issued since July
1, 2004.

Reported that 24 sterile compounding licenses have been issued since July
1, 2005.

Reported that 35 sterile compounding licenses have been issued since July
1, 2005.

ACHC and CHAP submitted requests for re-approval as accreditation
agencies for pharmacies that compound sterile injectable drug products.

Committee recommended board approval.

Committee proposed a new regulation to define the application process and
criteria for approvals of an accreditation agency.

Reported that 47 sterile compounding licenses have been issued since July
1, 2005.

8. Issue temporary permits whenever change of ownership occurs.
I’ Quarter — 28 temporary permits issued.
2" Quarter — 13 temporary permits issued.
3" Quarter — 34 temporary permits issued.
9. Establish means for licensee to renew permits on line.
Submitted Applicant Tracking System (ATS) report to the department.

Met with the department to discuss conversion to ATS and department
prioritization.

Executive Officer participating as sponsor of iLicensing.




8/05

9/05

9/05

10105

10/05

11/05

12/05

3/06

9/04

9/04

9/04

1/05

1/05

2/05

3/05

3/05

6/05

8/05

10.

Staff begin working with programmers to define business processes for ATS
system. Participate in bi-weekly meetings with programmer detailing
business requirements.

Staff continue bi-weekly meetings with programmer detailing business
requirements.

Staff attend demonstrations for iLicensing software and programs to allow
for on-line renewal and applications.

Staff complete definition of business process and cashiering procedures
with programmer for ATS

Staff attend demonstrations for iLicensing sofiware and programs to allow
for on-line renewal and applications.

iLicensing FSR submitted to Department of Finance.
iLicensing FSR approved.

Spring Finance letter approved — project to begin 7/06.
Implement Changes to Facilities Licensure Requirements

Governor signed SB 1913 that included application requirements for all
applicants.

Governor signed SB 1307 and AB 2682 to clarify the licensure of wholesale
and non-resident wholesale facilities.

Staff with legal counsel reviewed application process for wholesalers and
non-resident wholesalers.

New application forms are available for nonresident wholesalers.
New application forms are available for wholesalers.

Initiate review of clinic application requirements.

Initiate review of community pharmacy application requirements.
Initiate implementation of the surety bond requirement.
Submitted proposed change to clinic application requirement.

Staff complete draft forms to implement surety bond requirements for
wholesalers and out of state distributors.




9/05

9/05
9/05

10/05

10/05

12/05

12/05
3/06

4/06

7/04

3/06

7/04

9/04

9/04

12/04

9/04

Staff begin working with consultant to modify existing system to
accommodate changes in wholesaler and out of state distributor
requirements.

Initiate review of pharmacy application requirements.

Initiate review of licensed sterile compounding application requirements.

Staff revise surety bond form. Form submitted to the Office of the Attorney
General for approval.

Article published in The Script detailing surety bond requirements.

Letters sent to wholesalers and out of state distributors notifying them bond
requirements.

Programming begins on changes for the surety bond requirement.
Testing begins on programming changes.

Partial implementation of programming changes.

11. Review the Ownership of Pharmacies

Counsel provided guidance on applicants who have prescriber spouses
and/or a prescriber who shares a financial interest.

Project to be completed by 12/06.

12. Review the law regarding candidates who fail the pharmacist licensure
exam 4 times or more who are required to take an additional 16 units of
pharmacy education.

Draft report provided to the board.

Governor signed SB 1913 to extend statutory provision to the board’s next
Sunset review date (2007).

Licensing Committee recommended omnibus regulation change to update
section 1725 regarding acceptable pharmacy coursework for these

candidates.

Report provided to the Legislature.

13. Evaluate application requirements for all licenses.

Governor signed SB 1913 that gives the board clear authority to request
information needed to evaluate the qualifications of any applicant.




9/04

9/04

9/04

9/04

9/04

10/04

12/04

3/05

905

10105

1/06

9/04

9/04

9/04

12/04

Licensing Committee recommended regulation changes to implement SB
1913 related to application process for the pharmacist licensure exam
(1720).

Licensing Committee recommended a legislative change to eliminate the
rules of professional conduct required with each application.

Licensing Committee recommended omnibus legislative changes to
Business and Professions Code 4053, 4127.5, 4205, 4206 and 4400.

Licensing Committee recommended changes to 17006.2 to require an
eligible applicant to take the licensure exam within 1 year and obtain a
license within 1 year of passing the exams.

Licensing Committee recommended a change to 1719 that authorizes an
applicant to sit for the pharmacist licensure exam who has graduated from
a pharmacy school granted “candidate” status by ACPE.

Board approved statutory proposal to eliminate the rules of professional
conducted required for each application and omnibus changes to Business

and Professions Code 4053, 4127.5, 4205, 4206 and 4400.

Revised application and instructions to reflect changes from SB 1913
effective 1/1/05.

SB 1111 (B&P) introduced that contains statutory changes to eliminate
“Rules of Professional Conduct.”

SB 1111 passed.
Regulation changes to 1706.2 and 1719 became effective.

Eliminated Rules of Professional Conduct.

14. Review the law regarding the educational requirements of graduates
from foreign pharmacy schools.

Governor signed SB 1913 that requires a foreign pharmacy school
graduate to be certified by the Foreign Pharmacy Graduate Examination
Committee.

Licensing Committee recommended that board amend its regulation to
eliminate the foreign graduate evaluation application process and fee.

Sent a letter to all pending foreign graduates advising of law change and
suspending application process.

Sent letter to all foreign graduate exam applicants not certified about
revised exam eligibility status.

10




10/05

3/06

7/04

9/04

9/04

10/04

1/05

6/05

9/05

10/05

10/05

1/06

1/06

2/06

4/06

Regulation change to 1720.1 became effective. Regulation change
necessary to implementation of SB 1913.

Report that NABP/FGPEC will be using a contractor to evaluate
transcripts with the goal of improving the process.

15. Review the law regarding continuing education (CE) requirements for
pharmacists.

Board approved recommendations from the Pharmacy Foundation of
California to update the CE statute and regulation.

Licensing Committee recommended changes to the CE statute to relocate

from regulation the 30-hour requirement, to exempt all newly licensed

pharmacist from CE requirements for two years and to renew the
pharmacists license as “inactive” when a pharmacist fails to certify their
CE credits.

Licensing Committee recommended revisions to the CE regulations.

Board approved recommended statutory and regulatory revisions to CE
requirements.

SB 1111 (B&P) introduced that contains CE provision.

Reviewed the Pharmacist Self-Assessment Mechanism (PSAM) available

from the National Association of Boards of Pharmacy (NABP) and

determine options for pharmacists to obtain CE for completing the
assessment. Determined what other competency assessments that available.

Licensing Committee recommended 6 hours of CE for completing PSAM.
Revised CE regulations became effective.
Board approved 6 hours of CE for the completion of PSAM.

Implementation of new CE provision regarding renewals of inactive
pharmacists’ license for failure to verify CE.

Article in newsletter detailing changes in CE requirements.

Request submitted to department to make changes to CAS system to
automate process.

Web site updated to reflect regulation changes for petitions of non-
recognized providers as well as CE requirements for newly licensed
pharmacists.

16. Review the license of city and county jails and juvenile facilities.

11




8/04

3/05

9/05

10/05

- 1/06

7/05

11/05

3/05

6/05

7/05

12/05

1/06

9/05

10/05

17.

Staff met with Board of Corrections to discuss the dispensing process at
these facilities and the regulatory structure, which have no effect of law.

Review the certification process for foreign graduates that was

implemented 1/05 and the Test of Spoken English (TSE requirement).

18.

19.

20.

Licensing Committee discussed the certification process and TSE
requirement. Requested TSE presentation at future board meeting.

Implement a temporary permit for a sterile compounding pharmacy.

Submitted proposed statutory changes to Licensing Committee. Licensing
Committee recommended board approval.

Board approved statutory proposal.

Submitted to B&P Committee as omnibus provision.

Review the license of pharmacies in correctional facilities.

Staff met with the Department of Corrections to discuss the distributions
and dispensing process at these-facilities and the regulatory structure of
Pharmacy Law.

Received request from Department of Corrections.

Review the licensure requirements fqr clinics.

Proposal submitted to update the license requirements for clinics.
Licensing Committee recommended approval of statutory changes.

Board approved statutory changes to clinic requirements.

Met with representatives from the UC System regarding the license and
distribution requirement.

Submitted to B&P Committee as omnibus provision.

21. Review the request from University of Touro School of Pharmacy to be
board recognized.

22,

Licensing Committee recommended approval to recognize University of
Touro School of Pharmacy.

Board recognized the University of Touro School of Pharmacy.

Participate in the Accreditation Council for Pharmacy Education

(ACPE) evaluation of California schools of pharmacy.

12




1/05 Board Member Ruth Conroy participated in the ACPE review of Loma
Linda University School of Pharmacy.

2/05 Board Member Ken Schell participated in the ACPE review of UC San
Diego School of Pharmacy.

4/05 Board Member Dave Fong participated in the ACPE pre-candidate review
of University of Touro.

1/06 Board Member Stan Goldenberg participated in the ACPE review of
Western University.

1/06 Former Board Member Darlene Fujimoto participated in the ACPE review
of UC San Diego.

23. Review the license requirements and drug distribution for clinics within
the University of California.

12/05 Met with representatives to discuss current requirements and the UC system
drug distribution process.

13




Objective 2.3: Evaluate five emerging public policy initiatives affecting pharmacists’ care
or public safety by June 30, 2006.
Measure: Number of public policy initiatives evaluated.
Tasks; 1. Explore the need to regulate pharmacy benefit managers.
10/03 Board concluded not to regulate PBMs.
9/04 Governor vetoed AB 1960 which would have required the regulation of
PBMs by the Department of Managed Health Care.
1/05 AB 78 introduced to define PMBs and require specified disclosures to
purchases.
9/05 Governor vetoed AB 78.
2. Explore the need to regulate drugs labeled for “veterinary use only.”
9/03 SB 175 was introduced and signed (Chaptered 250, Statutes 2003).
1/04 Completed.
3. Explore the importation of drugs from foreign countries.
7/04 Discussed at July Board meeting.
9/04 Discussed at September Enforcement Committee meeting.
9/04 Governor vetoed SB 1449 which would have required the board to approve
Web sites for Canadian pharmacies.
10/04 Discussed at October board meeting.
12/04 Discussed at December Enforcement Committee meeting.
12/04 HHS released its report of the Task Force on Drug Importation.
1/05 Discussed at January board meeting.
3/05 Discussed at March Enforcement Committee Meeting.
4/05 Discussed at April board meeting.
6/05 Discussed at June Enforcement Committee Meeting.
7/05 Discussed at July board meeting.
9/05 Discussed at September Enforcement Committee Meeting.

14




10/05

12/05

9/04

10/04

9/04

12/04

12/04

1/05

2/05

8/05

12/05

3/06

7/04
7/04

9/04

11/04
11/04

Discussed at October board meeting.
Discussed at December Enforcement Committee Meeting.

Develop language and pursue a regulation change to allow the central
fill of medication orders for inpatient hospital pharmacies.

OAL approved regulation change and will take effect 10/22.

Completed.

Establish a workgroup with DHS-State Food and Drug on pharmacy
compounding

Held third meeting of workgroup on compounding — proposed draft concept
on general compounding.

Held fourth meeting of workgroup on compounding — recommending
statutory proposal.

Licensing Committee recommended approval of statutory proposal to define
general compounding and regulatory parameters.

Board approved general compounding proposal.
AB 595 was introduced and sponsored by the board.
AB 595 opposed by DHS — negotiating amendments.
AB 595 still pending.

AB 595 still pending.

6. Approve a statewide protocol for emergency contraception (ec) to permit
pharmacists to furnish ec pursuant SB 490 (Chapter 651, Statutes of 2003.)

Protocol on Web site.

Board approved regulation on protocol.

Regulation submitted to OAL for approval.

OAL approved regulation, which became effective 12/04.

Completed.

15




9/04

4/04

7/05

3/06

12/04

3/05

6/05

9/05

12/05

2/06

3/06

7. Establish a regulatory structure to authorize the dispensing of drugs by
veterinarian schools.

Governor signed SB 1913 that provides authority.
8. Consider a waiver pursuant to CCR, Title 16, Section 1706.5 from
Cedars-Sinai Medical Center (CSMC) to conduct a study with UCSF,
School of Pharmacy to determine the impact of using technician check
technicians to fill unit dose cassettes on patient care.

Board approved waiver for two years.

CSMC presented preliminary results of the study.

CSMC/UCSF requested extension of waiver until 12/31/06. Licensing
Committee recommended board approval.

9. Development of Proposal for Pharmacist Performing DUR, Medication
Therapy Management, Pharmacist Call Centers and Central Processing of
Prescriptions for CA patients.

Licensing Committee discussed concepts related to proposal.

Licensing Committee discussed draft and proposal.

Licensing Committee discussed draft and proposal.

Licensing Committee discussed draft and proposal.

Licensing Committee recommended statutory amendments to update the

definition of pharmacy practice by a pharmacist, a pharmacy and non-

resident pharmacy.

Board approved recommended statute changes.

AB 2408 was introduced.
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Objective 2.4:

Cashier 100 percent of all application and renewal fees within two working
days of receipt by June 30, 2006.

Measure: Percentage of cashiered application and renewal fees within 2 working days.
Tasks: 1. Cashier application fees.

9/05 I* Quarter - The average processing time for processing new application
fees is 2-3 working days.

1/06 2 Quarter - The average processing time for processing new application
fees is 2-3 working days.

4/06 3" Quarter - The average processing time for processing new application
fees is 2-3 working days.

2. Cashier renewal fees.

9/03 The board lost its renewal cashier in October 2001 and has been
unsuccessful in obtaining a freeze waiver to fill this position. The average
processing time for processing renewal fees in house is 10 days.

8/04 Held interviews for renewal cashier because hiring freeze was lifted.

10/04 Filled vacancy for renewal cashier.
9/05 I* Quarter - Average processing time for central cashiering is 2-3 weeks.
1005 Staff attended a user group meeting and discussed concern about
processing time for central cashiering.

1/06 2" Quarter - Average processing time for central cashiering is 2-3 weeks.

4/06 3 Quarter - Average processing time for central cashiering is 2-3 weeks.

Objective 2.5: Respond to 95 percent of all requests for - of licensing information within 5
working days by June 30, 2006.

Measure: Percentage response for verifying licensing information within S working
days.

Tasks: 1. Respond to requests for licensing verification.

905

1/06

I’ Quarter — Processed 157 license verifications.
(Updated to reflect statistics based on the fees collected)

2" Quarter — Processed 221 license verifications.
(Updated to include December 2005.)
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4/06 3 Quarter — Processed 116 license verifications..
(January and February 2006 information available at time of report.)
Objective 2.6: Update 100 percent of all information changes to licensing records within 5

working days by June 30, 2005.

Measure: Percentage of licensing records changes within 5 working days
Tasks: 1. Make address and name changes.
9/05 I’ Quarter — Processed 1,241 address changes.
1/06 2" Quarter — Processed 1,525 address changes.
4/06 3" Quarter — Processed 1,749 address changes.
2. Process discontinuance of businesses forms and related components.
9/05 I°" Quarter — Processed 31 discontinuance- of-business forms. Processing
time is 30 days.
1/06 2" Quarter — Processed 31 discontinuance- of-business forms. Processing
time is 30 days.
4/06 3" Quarter — Processed 58 discontinuance- of-business forms. Processing
time is 40 days.
3. Process changes in pharmacist-in-charge and exemptee-in-charge.
9/05 I°' Quarter — Processed 291 pharmacist-in-charge changes. Average
processing time is 14days. Processed 4 exemptee-in-charge changes. The
average processing time is 5 days.
1/06 2" Quarter — Processed 339 pharmacist-in-charge changes. Average
processing time is 14 days. Processed 21 exemptee-in-charge changes.
The average processing time is 5 days.
4/06 3 Quarter — Processed 202 pharmacist-in-charge changes. Average
processing time is 14 days. Processed 23 exemptee-in-charge changes.
The average processing time is 7 days.
4. Process off-site storage applications.
9/05 Processed 14 off-site storage applications.
1/06 Processed 20 off-site storage initial applications and 5 reissued off-sites

storage applications.
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4/06

9/05

1/06

4/06

Processed 24 off-site storage initial applications and 5 reissued off-sites
storage applications.

Process change-of-permit applications.

I°" Quarter — Processed 119 applications. Average processing time is 30
days.

2" Quarter — Processed 146 applications. Average processing time is 30
days.

3 Quarter — Processed 126 applications. Average processing time is 35
days.
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